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23 oF 1940! 
[10th April, 1940] 
[PASSED BY THE INDIAN LEGISLATURE] 
(Received the assent of the Governor General on the 10th April, 1940) 
As Amended by Act No. II of 1955 


[PASSED BY THE INDIAN PARLIAMENT] 
(Received the assent of the President on the 15th April, 1955) 


As Amended by Act No. 35 of 1960 
[PASSED BY THE INDIAN PARLIAMENT] 

(Received the assent of the President on the 15th September, 1960) 
As Amended by Act No. 21 of 1962 


[PASSED BY THE INDIAN PARLIAMENT] 
(Received the assent of the President on the 27th June, 1962) 
As Amended by Act No. 13 of 1964 


[PASSED BY THE INDIAN PARLIAMENT] 


(Received the assent of the President on the 12th May, 1964) 
As Amended by Act No. 19 of 1972 


[PASSED BY THE INDIAN PARLIAMENT] 
(Received the assent of the President on the 31st May, 1972) 


An Act to regulate the import, manufacture, distribution 
and sale of drugs 2[and cosmetics]. 


_ WHEREAS it is expedient to regulate the *[import, manufacture, distri- 
bution and sale] of drugs *[and cosmetics]; 


AND WHEREAS the Legislatures of all the Provinces have passed resolu- 
tions in terms of section 103 of the Government of India Act, 1935 26 Geo. 
5, ¢. 2, in relation to such of the above-mentioned matters and matters ancil- 
pols thereto as are enumerated in List II of the Seventh Schedule to the said 

ct; 


1For Statement of Objects and Reasons, see Gazette of India, 1940, Pt. V, p. 34; for 
the Report of the Select Committee, see ibid. p. 143. 


The Act has been applied to all the partially excluded areas in the State of 
Orissa, see Orissa Government Notification No. 3358-LSG., dated the 25th August, 
1941. 


2Ins. by Act 21 of 1962, s. 2 (w.e.f. 27-7-1964). 


3Subs. by the A. O. 1950 for certain words. 
(1) 


2 THE DRUGS AND COSMETICS ACT 


It is hereby enacted as follows :— 


CHAPTER I 


INTRODUCTORY 


1. Short title, extent and commencement.—(1) This Act may be called —~ 
the Drugs *[and Cosmetics] Act, 1940. 


(2) It extends to the whole of India* * * * 


(3) It shall come into force at once, but Chapter II shall take effect 
only from such *date as the Central Government may, by notification im 
the Official Gazette, appoint in this behalf, and Chapter IV shall take 
effect in a particular State only from such “date as the State Government 
may, by like notification, appoint in this behalf : 


4TProvided that in relation to the State of Jammu and Kashmir, Chap- 
ter III shall take effect only from such date after the commencement of 
the Drugs and Cosmetics (Amendment) Act, 1972 19 of 1972, as the Central 
Government may, by notification in the Official Gazette, appoint in this behalf.} 


2. Application of other laws not barred.—The provisions of this Act 
shall be in addition to and not in derogation of, the Dangerous Drugs Act, 
1930 2 of 1930, and any other law for the time being in force. 


3. Definitions—In this Act, unless there is anything repugnant in the 
subject or context,— 


5I(a) “Ayurvedic (including Siddha) or Unani drug” includes all 
medicines intended for internal or external use for or in the diagnosis, 
treatment, mitigation or prevention of disease in human beings, men- 
tioned in, and processed and manufactured exclusively in accordance 


Ins. by Act 21 of 1962, s. 3 (w.e.f. 27-7-1964). 


— a words “except the State of Jammu & Kashmir’ omitted by Act 19 of 
a 


31st April, 1947: see Notification No. F. 28 (10) (3) 45-H(D, dated the 2nd 
September, 1946, Gazette of India, 1946, Pt. I, p. 1349. 


Chapter IV came into force in the States of Delhi, Ajmer and Coorg on the 
1st April, 1947, see ibid., Chapters IT] and IV came into force in the States of Himachal —. 
Pradesh, Bilaspur, Kutch, Bhopal, Tripura, Vindhya Pradesh and Manipur onthe 
ist April, 1953, vide Notifieation No. S.R.O. 663, dated the 30th March, 1953, Gazette 
of ita ee ill, Se. 3, 451. 


_ Chapter TV came into force in the Union territory of Dadra and Nagar 
Haveli w.e.f. Ist August, 1968, see Notification No. ADM/Law/117(74) dated the 
20th July, 1968, Gazette of India, Pt. III, Sec. 3, p. 128. 


The Act is extended to Dadra and Nagar Haveli by Reg. 6 of 1963, s.2 and 
Sch. I; to Pondicherry by Reg.7 of 1963.s. 3 and Sch. I; to Goa, Daman and 
Diu, by Reg. 11 of 1963, s.3 and Sch. and to Laccadive, Minicoy and Amindivi 
Islands by Reg. 8 of 1965. s. 3 and Sch. 


4Added by Act 19 of 1972, s. 2. 
SIns. by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964). 
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with the formulae described in, the authoritative books of A rvedic 
(including Siddha) and Unani Tibb) syste f dici oa 
in the First Sched le: ( ) systems of medicine, specified 


{(aa) “the Board” means— 


(7) in relation to Ayurvedic (including Siddha) or Unani 
drug, the Ayurvedic and Unani Drugs Technical Advisory Board 
constituted under section 33C; and 


(ii) in relation to any other drug or cosmetic, the Drugs 
Technical Advisory Board constituted under section 5;] 


*[8(aaa)] “cosmetic” means any article intended to be rubbed 
poured, sprinkled or sprayed on, or introduced into, or otherwise appli- 
€d to, the human body or any part thereof for cleansing, beautifying, 
promoting attractiveness, or altering the appearance, and includes any 
article intended for use as a component of cosmetic, but does not in- 
clude soap;] 


4((b) “drug” includes— 


(i) all medicines for internal or external use of human beings 
or animals and all substances intended to be used for or 5fin the 
diagnosis, treatment], mitigation or prevention of disease in human 
beings or animals ****; and 


(wi) such substances (other than food) intended to affect the 
structure or any function of the human body or intended to be 
used for the destruction of "[vermin] or insects which cause 
disease in human beings or animals, as may be specified from 
time to time by the Central Government by notification in the 
Official Gazette;] 


8[(c) “Government Analyst” means— 


(i) in relation to Ayurvedic (including Siddha) or Unani 
drug, a Government Analyst appointed by the Central Government 
or a State Government under section 33F; and 


(zi) in relation to any other drug or cosmetic, a Government 
Analyst appointed by the Central Government or a State Govern- 
ment under section 20;] 


o* * x * * 


1Original cl. (a) was relettered as cl. (aa) and subs. by s. 2, ibid. (w.e.f. 15-9-1964). 
2Ins. as cl. (aa) by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964). 

3Relettered by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964). 

4Subs. by Act 11 of 1955, s. 2, for cl. (d). 

5Subs. by Act 35 of 1960, s. 2, for “in the treatment’’ (w.e.f. 16-3-1961). 

6Certain words omitted by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964). 

7Subs. by s. 2, ibid., for “‘vermins” (w.e.f. 15-9-1964). 

8Subs. by s. 2, ibid., for cl. (c) (w.e.f. 15-9-1964). 

9Cl. (d) omitted by Act 19 of 1972, s. 3. 
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[(e) “Inspector” means— 


(i) in relation to Ayurvedic (including Siddha). or Unani 
drug, an Inspector appointed by the Central Government or a State 
Government under section 33G; and 


(ii) in relation to any other drug or cosmetic, an Inspector 
appointed by the Central Government or a State Government 
under section 21;] 


213[(f)] “manufacture” in relation to any drug 4[or cosmetic] in- 
cludes any process or part of a process for making, altering, ornament- 
ing, finishing, packing, labelling, breaking up or otherwise treating OT 
adopting any drug “[or cosmetic] with a view to its sale and distribu- 
tion but does not include the compounding or dispensing ‘[of any 
drug, or the packing of any drug or cosmetic,] in the ordinary course 
of retail business; and “to manufacture” shall be construed accord- 


ingly;] 


6[(g)] “to import’, with its grammatical variations and cognate 
expressions means to bring into [India]; 


8[6[(h)] “patent or proprietary medicine” means a drug which is 
a remedy or prescription presented in a form ready for internal or 
external administration of human beings or animals anc which is not 
sncluded in the edition of the Indian Pharmacopoeia for the time being 
or any other pharmacopoeia authorised _in this behalf by the Central 
Government after consultation with the Board;] 


°[°[(i)] “prescribed” means prescribed by rules made under this 
Act. ] 


10* * * * * * 


“34 Construction of references to any law not in force or any _ func- 
tionary not in existence in the State of Jammu and Kashmir.—Any reference 
in this Act to any law which is not in force, or any functionary not in exist- 
ence, in the State of Jammu and Kashmir, shall, in relation to that State, be 
construed as a reference to the corresponding law in force, or to the cor- 
responding functionary in existence, in that State.] 


e— 


1Subs. by Act 13 of 1964, s. 2, for cl. (e) (w.e.f. 15-9-1964). 

2Cl. (bbb) ins. by Act 11 of 1955, s. 2. 

3CI. (bbb) relettered as cl. (f) by Act 35 of 1960, s. 2 (w.e.f. 16-3-1961). 
4Ins. by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964). 

5Subs. by s. 4, ibid., for “or the packing of any drug”. 


6Cls. (c), (d) and (e) relettered as cls. (g), (A) and (i ecti 
s. 2 (wef. 16-3-1961). (g), (A) and (i) respectively by Act 35 of 1960. 


7Subs. by Act 3 of 1951, s. 3 and Sch., for “the States”’. 

8Subs. by Act 13 of 1964, s. 2, for cl. (A), (w.e.f. 15-9-1964). 

9Subs. by Act 11 of 1955, s. 2, for original cl. (e). 
10C). (f), ins. by the A. O. 1950, omitted by Act 3 of 1951, s. 3 and Sch. 
11I[ns, by Act 19 of 1972, s.4. 
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_ _4, Presumption as to poisonous substances.—Any substance specified as 
poisonous by rule made under Chapter III or Chapter IV ‘lor Chapter 
IVA] shall be deemed to be a poisonous substance for the purposes of 
Chapter III or Chapter IV ‘Lor Chapter IVA], as the case may be, 


(Chapter II.—The Drugs Technical Advisory Board, the Central Drugs 
Laboratory and the Drugs Consultative Committee.) 


CHAPTER II 


THE DruGs TECHNICAL ADVISORY BOARD, THE CENTRAL DruGs LABORA- 
TORY AND THE ])RUGS CONSULTATIVE COMMITTEE 


5S. The Drugs Technical Advisory Board.—(1) The Central Govern- 
ment shall, as soon as may be, constitute a Board (to be called the Drugs 
Technical Advisory Board) to advise the Central Government and the State 
Governments on technical matters arising out of the administration of this 
Act and to carry out the other functions assigned to it by this Act. 


*[(2) The Board shall consist of the following members, namely :— 

(7) the Director General of Health Services, ex officio, who shall 
be Chairman; 

(ii) the Drugs Controller, India, ex officio; 

(iii) the Director of the Central Drugs Laboratory, Calcutta, ex 
officio; 

(iv) the Director of the Central Research Institute, Kasauli, ex 
officio; 

(v) the Director of the Indian Veterinary Research Institute, Izat- 
nagar, ex officio; 

(vi) the President of the Medical Council of India, ex officio; 

(vii) the President of the Pharmacy Council of India, ex Officio; 

(viii) the Director of the Central Drug Research Institute, Luck- 
now, ex Officio; 

(ix) two persons to be nominated by the Central Government from 
among persons who are in charge of drugs control in the States; 


(x) one person, to be elected by the Executive Committee of the 
Pharmacy Council of India, from among teachers in pharmacy or 
pharmaceutical chemistry or pharmacognosy on the staff of an Indian 
University or a college affiliated thereto; 


(x1) one person, to be elected by the Executive Committee of the 
Medical Council of India, from among teachers in medicine or thera- 
peutics on the staff of an Indian university or a college affiliated there- 
to; 


(xii) one person to be nominated by the Central Government from 
the pharmaceutical industry; 

(xiii) one pharmacologist to be elected by the Governing Body of 
the Indian Council of Medical Research; 


1Ins. by Act 13 of 1964, s. 3 (w.e.f. 15-9-1964), 
2Subs. by Act 13 of 1964, s. 4, for sub-section (2) )w.e.f. 15-9-1964). 
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(xiv) one person to be elected by the Central Council of the Indian 
Medical Association; 

(xv) one person to be elected by the Council of the Indian Phar- 
maceutical Association; 


(xvi) two persons holding the appointment of Government Analyst 
under this Act, to be nominated by the Central Government. ] 


(3) The nominated and elected members of the Board shall hold office 
for three years, but shall be eligible for re-nomination and re-election : 


1[Provided that the person nominated or elected, as the case may be, 
under clause (ix) or clause (x) or clause (xi) or clause (xvi) of sub-sec- 
tion (2) shall hold office for, so long as he holds the appointment of the 
office by virtue of which he was nominated or elected to the Board.] 


(4) The Board may, subject to the previous approval of the Central 
Government, make bye-laws fixing a quorum and regulating its own pro- 
cedure and the conduct of all business to be transacted by it. 


(5) The Board may constitute sub-committees and may appoint to 
such sub-committees for such periods, not exceeding three years, as it may 
decide, or temporarily for the consideration of particular matters, persons 
who are not members of the Board. 


(6) The functions of the Board may be exercised notwithstanding any 
vacancy therein. 


(7) The Central Government shall appoint a person to be Secretary of 
the Board and shall provide the Board with such clerical and other staff as 
the Central Government considers necessary. 


6. The Central Drugs Laboratory.—() The Central Government 
shall, as soon as may be, established a Central Drugs Laboratory under the 
control of a Director to be appointed by the Central Government, to carry 
out the functions entrusted to it by this Act or any rules made under this 
Chapter : 

Provided that, if the Central Government so prescribes, the functions 
of the Central Drugs Laboratory in respect of any drug or class of drugs 
2for cosmetic or class of cosmetics] shall be carried out at the Central Re- 
search Institute, Kasauli, or at any other prescribed Laboratory and the 
functions of the Director of the Central Drugs Laboratory in respect of such 
drug or class of drugs 2[or such cosmetic or class of cosmetics] shall be 
exercised by the Director of that Institute or of that other Laboratory, as 
the case may be. 


(2) the Central Government may, after consultation with the Board, 
make rules prescribing— 
(a) the functions of the Central Drugs Laboratory; 


8% * * * 2 


Subs. by s. 4, ibid, for the proviso (w.e.f. 15-9-1964). 
2Ins. by Act 21 of 1962, s. 5 (w.e.f. 27-7-1964). 
3C'ls. (b) and (c) omitted by Act 11 of 1955, s. 4. 
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a —a Bie 

(d) the procedure for the submission 10 the said Laboratory 

‘[under Chapter IV or Chapter IVA] of samples of drugs *[or cosme- 

.| es] for analysis or test, the forms of the Laboratory’s reports thereon 
and the fees payable in respect of such reports; | “79 


. (e@), such other matters as may be necessary or expedient to enable 
_the said Laboratory to Carry out its functions; 


({)_ the matters necessary to be prescribed for the purposes of the 
Proviso to sub-section (/), 


sec AB deane Drugs Consultative Committee shall consist of two represen- 
tatives .of the Central Government-to be nominated by that Government 


and one representative of each State Government to be nominated by the 
State Government concerned. 


(3) The Drugs Consultative Committee shall meet when required to 
do so by the Central Government and Shall have power to regulate its own 


wiki “> 


CHAPTER III 
IMPORT OF DRUGS 


8. [Standards of quality.—(1) For the purposes of this Chapter, the 
expression “standard quality’ means— 3 


(a) in relation to a drug, that the drug complies with the stan- 
dard set out in ®[the Second Schedule], and . 


(6) in relation to a cosmetic, that the cosmetic complies with such 
standard as may be prescribed.] 


(2) The Central Government, after consultation with the Board and 
after giving by notification in the Official Gazette not less than three 
months’ notice of its intention so to do, may by a like notification add to 
or otherwise amend ®[the Second Schedule], for the purpose of this Chap- 
ter, and thereupon *[the Second Schedule] shall be deemed to be amend- 
ed accordingly. 


1Subs. by Act 13 of 1964, s. 5, for “under Chapter TV” (w.e.f. 15-9-1964). 
"Ins. by Act 21 of 1962, s. 5(w.e.f, 27-7-1964) 

3Subs. by Act 3 of 1951, s, 3 and Sch., or “the States”. 

‘Ins. by Act 13 of 1964, %.6° w.e.f. 15-9-1964), 

5Subs. by Act 21 of 1962,s. 6, for sub-section (1) (w.e.f. 27-7-1964), 
Subs. by Act 13 of 1964,s. 7, for “the Schedule” (w.ef. 15-9-1964). 
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“Ss At UST di hs : ses : 

tndh9B. whdulterated drugsiBornthe: pwrposeséf this@i Cha 4" drug 

shall be deemed tonbesttdulterateds— i) | 0 qectinem ail ay oulisin 
wala oo 4a odf, it consists, in, whole,or,.in pant el amyrfilthy, putrid or de- 
sven 3) Sapte ea Lie 4 Bs ed | ‘>) : ; 

co mbmaboSes substance, 


ret offGormt “oo rie vet co th: Qoiveanenanny 


vovfte -e1@b) tifhit Tas Been reparta lickbd 8h nied , rier ied litary 
conditions whereby it may have been con qd With or 
e - * * ° P ‘ 
a oy i PRP BAS eR, AP nosred, injurious, to, health; .or 


arouse ((¢):uifoits:comtainer'is composed, in! whOld OHHH! part wages poi- 
Sonous or deleterious substance which may render thé ents 
injurious to health; or 

aa santa if fiaw O Teenm ait (tiemean ‘oi wm us (\) 


( it bears or contains, for purposes ofitolouring-snly, a) ¢dlour 
other than one which js prescribed; or 


is eK) iflany sisthnee! has""beet ait om qaitesr opal yehivert 
“Ue, ct} eT ty ‘me 0 iiinun lone oO aoittimen dstitczene 9 lox 


i) mixed,er,packed therewithuso cas ‘to reduéeits quality or" 
Strength; or 


TSLETON “Pie Sa omiireye.. tities. ait Asil cesitut yeitiven® 
og <a fees) substitited' wholly aff 4D ‘Patt. thesefon dreaik mail Btw 
euféxplanation:+#For theipurpdse-6f! eabse' (ay! gi SH of be be f p 
ed to consist, in whole or in part, of 4fy! ry Lome only 
reason of the fact that such decomposed substance is the result of - any 
natural decomposition ‘of thé°dtus within’ tne BEHod i a ed on 
the;labelcof the drugi within foci Wate i®"to ‘Be ‘seid *¢ Tiss | 


t ben st OG sucey. misc ie fii : apenas “"wauiliv ps 
reer vided, that..such; decomposition? ist not duets nesligénce < fi the! 
partof the manufactureg, of -the drugsormthe importer ©fothé! dédlér thereap 
‘an t it 


> 


does not render the drug injurious to health.] any 

eyes, Prohibition, of import, af certain, dkugs.or \cosmeticss+From such 

cat “may be - $7. ide Central.-Goverament by notifiedtion in-the:Ofi- 
C 


al. jazetts in this behalf, HO, PEFR, Shall mport—osem te any ec “ 
nari sey. divig. Oo RL NT ce up 
ce aa lus SSN Nich Sk stadia all 
Pus ff: Tar : toiIS A See 5) 35 sees © 2 ‘Siete <= siae 
. a i ‘s = iin cssotpyrl. ant shi. isiciaara 2 
unnihie repy “Ang isbrantied die OF pisbrapdga SOSTEEICS] jy115 ievevrent 
¥ z Sas as F “ eed . i - a 
oe geen? fo esofin cesito jinn costello: 

1 EMBL p BY Hy Haulterarcdt" dru of a2 


cet ny it “or ven foeineo: wins mas icue UO S3eeet 


: Jeers 4 BAM wigua “onset 
(c) any drug 3[for cosmetic] for the import of which a licence is 


Pre ae OMNES bam, BAA orrcands in -siageondances: with; ‘such 


iM SP red yextrosition “temerevoll wt o scaitte ne co cmnaloe — 


“48 ot TOHIV’. 31 ca EY <8 : ' ; 

ot Mn Be “h 3, of 1964,5. Warf 135P-196Meeraeyn ery? TH VR GION Ana 
71st April, 1947 for cls. (a), (5), (c), (e)-and-f),and-1st- April--1949 for cl-(d) see Notifica 
‘tion No. 18-12/46-D.I., dated the 11th February, 4947,. Gagdtterof India} 1947’ Pt. 1, 
P. 189 as amended by Notification No; 54 1-2/48-D (1), dated=the: 29th Septembens 1948. 


Ist April, 1953 forthe States of Himachal? PradeshseBilaspun) Kaatchy Bhopal, 
Tripura, Vindhya Pradesh and Manipur; > vide. Notifications) No. S.R,0...666,, !dated 
the 30th March, 1953, Gazette of. India, 1953, "Pt. IT, Seg. 3, p. Bol ta 
3Ins. by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964), 
‘Subs. by s. 8, tbid,. for cl. (b) (w.e.f. 27-7-1964). 


“Ins. by Act 13 of 1964, 5. 9 (w.e.f. 15-9-1964), 


“eT 
: 
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te Wee Ga a . ise 8 eieit +i . . & 
'[(d) any patent or proprietdry’medicine, unless there is displaye: 
in tie ceases eae “ the label or container thereof the che 

. >}, formula .or) list of jingredients, contained-in, .it, ina i carsnaaa a tead ly 
“intelligible to the members of the-miedical'iprofessiom;]2™%29) 90 Jee 


Li¢e), -any drag which’ by means of’any statement, Csien OF device 

accompanying it or by any other means, purports or Cla is to ye 7 

. Mitigate any such disease or ailment, orto, have any such other effect, 
as May: be ‘prescrib Danny  f gl 9 Gr Vein i yds 1a — 

*[(ée) any cosmetic’ containing any ingredient which ‘may render 

2 it nate OF, harmful fer use, wnderrthe dinections, indicates) br recom- 


} 
{O9ISI 


i? edi] ae ; v7 “iti pod (j Suini 
(f) any drug *[or cosmetic] the import of which is prohibted by 
Tule made, under this Chapter : 1 2MLBINO? 10 71690 I ti (hb) 


10 ‘bedmoegsia zi doidw smo meri 190) 


Provided that nothing in this section. shall, ‘apply to,the import, sub- 
ject to prescribed conditions, of sm quantities of any drug for the pur- 
pose of examination; test,or.analysis»or for personal use : ie —- 

: ; IO p;aIgnsk 

Provided further that the Central SASF EISDE DAY, after consultation 
with the Board, by’ notification in ‘the‘Official * ;, De 


azette, permit, subject to 
any conditions specified. in ue) notification, the import of any. drug or i class 
of drugs not.b g,0f standarc quality .., meq ar i slonwent Jetenoo 0] 2 


: denelanation, ¢ formula orlist of ingredients; mentioned in clause 
(d) ‘shall be deemed to. be, true and, a, sufficient compliance with ivthat ssub- 
Clause if, without disclosing a full and detailed recipe of the ingredients, it 
indicates, correctly .all. potent or poisonous” substances’ -cdtitained' therein 
together ,with, an’; approximate statement of *the’ composition 6F ‘the | medi- 

rit 


~~ 


cine, 


Pf i = ae rs ra | i a oe Tat «mee + ay tery 
i rfileed of euor (fu SUT SOT WHS Ion 2900 Tt I60 


<oub1. Appllicationof ‘law ‘relating to sea customs and’ powers of Customs: 

Officersi++( I) 'The law for! the: time being’ in force relating to Sea customs 
and to goods, the import-of which is prohibited by section’ 18 of the Sea 
Customs Act, 1878? (8 of 1878). shall, subject to. the provisions of section 
13 of this Act, apply in respect 6f drugs “fand cosmetics] the import of which 
is prohibited under this Chapter, and officers of Customs and officers em- 
powered under that Act-to perform the duties imposed thereby on a Customs 
Collector and other officers of Customs, shall have the same powers in 
respect of such drugs ‘[and cosmetics] as they have for the time being in 
respect of such goods as aforesaid. 7 . 


5[(2) ‘Without prejudice to the provisions éf sub-sectibn (1); the Cus- 
toms Collector or any officer of the Government authorized by the Central 
Government in this behalf, may detain any imported package which he sus- 
pects to contain any drug ‘[or cosmetic] the import of which is prohibited 


1Subs. by Act 11 of 1955, s. 5, ‘for cl. (d). 

2Ins, by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964). 
3Now see the Customs Act, 1962. 

4Ins. by Act 21 of 1962, s. 9 (w.e.f. 27-7-1964). | 
“Subs. by Act 11 of 1955, s. 6, for sub-section (2). 


POA 201ITAM2ZO)D GHA @OJJHaA AH} 


noqmi odi aaa bi AE, RRYGS. ANDo ASME OR ACT 9 nog ini 0on aoa 11 
Orneg SLO 
under this Chapter and shall forthwith repere! set clenti t6'thé? Drugs 
Controller, India, and, if necessary, forward ue P r.sample of any 
suspected: drug: Mf ort \sosmistic]' found er river Labora- 

torysjeyls MR IO Jaol .NovUBMINEZS 29 209 bs 
ideyaq .yns li 299) ot oditoeviq bas ,miolstodsat 29u1d [e1ne ori: 
> 25 QO! { TO) 
12. Power of hie Government! Yb Wa 2. rite = > The ¢ Central 


ith nt ogo pias Hae with. die Rioerdiandliattencprteion: pub- 
ah 


nou, 18) Official \Gazette,, toake rules for. the purpose 
poate 18 Provisions of this, Chapten : | noqmi ed ot teue 

pan ry 2 lo tf oepiola to r9nmBMm sl) bos oonobiva fovea cli 
[Provided that consultation with: ‘the Board tray! bevdispensed with if 
the ese Government is of opinion that circu tances have arisen which 
render it necessary to mike rules without’ stich “donstltation bu ‘buf in such a 
case) the Board: shall (be: consulted | within? six motiths Of 'the’ aking: of the 
rules and the Central: Government’ shall) take'into- ‘Cotisiderati n“any sugges 


tions which the Board may make in relation f6°the! Atnéndment of the said 
rules. ] | hy ‘. 

HW enidseq = 2c) 19200 <0 O) anor ibnos ot odimoasiq (A) 

: - — bs 6g .291) 
4D) Without Sern, to thé generality of the foregoing | power,: such 
rules may— 


“ (@) specify. the drugs or’ class an o paneectics|, or classes 
“ge Cosmetics] for the ‘import of w af a tiie og snc and. pres- 
cribe the form and conditions of such licences, the eeeety empower- 


d jue uhh issue the same, and. the, fees, -payable;’ therefor:30 (« 


Pb _ an igsne hobbs oat ysis. t doid 
x escribe the iH oti be, employed in 
| wacko tn whether | a rug “Lor igs aloft As. of, ee guality;,. 


(c) preacribe}! inobeepdel of ‘biolBgical atid Srgadistai’ com- 

wb PBaitr, the units or methods of,  Standardisat ation; otinpor (1) 
‘0 VAl(ce) iptekcriben under’ élausé (dy of section’ OB! the: oldu or 
: ie ‘which’ a drug thay bear or Contain for © Bias i a. 


6 1807! .€d) specify thé: diseases” rine ade’ ‘an impd g may 
a HOt purport or claim | ®[to preven as au “ls ie sich other 
“effects ‘which such drtig may not purport ‘to have; ae 

(e) prescribe the conditions subject to which small figantities of 

a drugs, the import of which’is' otherwise ‘prohibited under ‘this Chapter, 
tay “be imported) for: the | a bar ‘examination, ' fest! Or’ sit od Te ‘or 

Vs for personal use j bee ts 2iT et odtiva 
te aye prescribe the plapes! pe sata ieee: "hacen lés inky ‘be 
ee pa aris their import at BBY other Place; ras 7 es 
ps 4 Ts (e.pte Teg uire the, date, of manufacture: and. the } date: of expiry ’ ‘of 
10 potency, to, be clearly and truly, stated on the) label: is reer of any 


—— 


1Ins. by Act 21 of 1962s. 9 (we. f. 27-7- 1964) | 
2Ins. by Act 11 of 1955, s.:Tyo: } Sat Io TS WA yd ean! 
3Ins. by Act 21 of 1962, 5, 10 (w.e.f. oe L1964), [2@) Yo & HAY adv 
4Ins. by Act 13 of 1964, s. 10 (w.e.f. 15-9-1964). 

*Subs. by Act 11 of 1955, s. 7, for ‘‘to cure or mitigate”. 
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specified imported ‘drug) or lelss of such'diigs; ‘and prohibit the import 
—.of the said_drug-or class-of-drugs-after-the expiry of a specified period 
yy AF ORR the date,.of, manufactures siiveitray listiy pes vormmiD 2ufh wenn 


rape 2 vw: who) alterna. - 


NEB: “nag a ute h Submission 0 dMPortensy,:-and, the; securingy<:0f 
“PON mpIES of ie for Bene ics iu examination, test or analysis by 
the Central Drugs Laboratory, and prescribe the fees, if any, payable 


for s inati es ae US as ae “Ki 
pons. uD pea ation, test 0 \) ATPANS RET ae SUIS: 2 Bi Ls eet 


“ti aon@)upreseribe::theevidetite !t6Y bé! supplied,” phiecar st : pany, 7 
szormang documentsior w;therwis6) Of theGuali of drt ee Oo cos etics] 

sought to be imported, thé!ptocedlire’ of "Officers'o Custoiiie int ealing 

with such evidence, and the manner of storage at Places of import of 
i @rugs,kopzbosmetics] detaihedi pending admission: sit! — 
TSU Ter NG ou wheres sil) SUOMUNE RO 22 SERINE SNES. “7 
ae TT meat preyida,fo the exempiionycenditionally or otherwise, from alf 


—- 


isehiees 


uit Of @y.o8 the provisions, ef #his, Chapter andcthe:rulestmade:'thereunder 
ecm dy Si eosmetics]; imported ; fox: therpurpose:only. ofi: transport 
pun 4 eae Meee nism sim area wth fioyriw ere! 


(k) prescribe the conditions to be observed in the packing in 


bottles, ka or other containers, of j dd ..* er. = 
LWA tieSpyett elt aa nite ‘(1 mes vagesstaas TS { importe ct RAGS ame 
(1), regulate the mode of labelling drugs * 
ope ae a 
487 phe@l Web suck Tehwie gd TQUEV OC CTE : by Sr ae 
eaiace cee ee, car Labels iar “G “notibren pos ar att ‘etic 
(mm) presoribell theanaximuin ptopdttion Gf aly pdisSonous™ sub- 
stance which may be added to or fontained in any..imported drug, 
tl prOoHIBit tHe ee he eae oN ich, that, proporticn is exceeded, 
arid Speeify Sul antes’ which shall ‘be deémed'to be poisonous for the 
omc Y Poe Sh Hhis Cheptes, and, the, rules, made, thereunder: 3 
| _ (n) require that the weeapiag’ scléntifie name’ o: “any. specified drug 
co yaubey ee eee roket bee manngsoncthe:label OR Wrapper of 
“oats HS BOE An Patent, or IREQRHCtary, medi¢me, containing suehndrug : 
» (2). provide for, the fon, conditionally on otherwise, from all 
SIT Qh ORC 1 1) any ie Trier) Aa 1} OuUISTWiSe, Irom a 
ti ay y iH pki Of, ,}aIs Chapter ori the, jules. made;thereunder 
cal y ecified, THE) .0OL,C ass of, drugs, ‘[or £esm etic; oF. .class,of eesme- 


. 
‘ 


3) 


tt ieee: D lisme Apuiw sy seed anonivra: ath aricceser 4 

mk is fletcessm (1) Whaever.eondravenesi.anye of the: provisionszof this 
aPtEH OF, Okpany. rule: madershereunder:-shall in additier: formanycpenalty to 
Which he may liable under the provision of sectionnd Lgtbe~purishable 
with imprisonment which may extend to one year, or with fine which mav 
extendnto ivenhundred’ rupets, toxi with Borkic ME onium 

SOB Tate TR a MoM aedtt aefidtieerr ors Soon 
(2) Whoever, having been convicted under sub-section (1), is again 
convietedsundersthat stbisectiomeHalsin additien any penalty as afore- 
said, he pumishables withsimprisonaear: which tay "Skt PtP AWEMVEAEs or 

with line which may extend to one thousand Tupces, or with both 
a es MY te So ot ged 


"Ins. by Act 21 of 1962, s. 10 (w.e.f. 27-7-1964Y: aM Tok OME EE 
*Subs. by Act 3 of 1951, s!3Whd-Séh)-fo¥’"#he Stages SS ok owt anh 
Ms i okie oe oe LAV WW ao gee "2 wt Oa 


. 4 73 . 4 . 
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14. Confiscation.—Where any offence punishable under section 13 has 


been committed, the consignment of the drugs ‘for cosmetics] in respect of 
which the offence:-has been: committed shall be Tab ey ae 


ble to Confiscation... 
wi mise sulal “ox wearer docs i 
15. Junisdiction.=No ‘Court: ete Ht of a Presidency Magistrate 


i i a ea of the first class shall try an wae Pwisipble under 
s 


13 


: by rhe WoDere?. 1 RY Denese ee Aad A ta VISIT) 
‘£ pratt. “> Pe ROT me HAP ERM yaNtnine mi 
: MANUFACTURE, SALE AND. DISTRIBUTION ‘OF DRUGS 
S mi eiidemess ee wt Real mn 


16. Standards of poo a ery For the purposes of his Chie the 
expression setandarg quality” means— 


ae ‘te Winwm we sheuc 2 ae a ait aaitta 
(a) in relation toa dros: that the drig ceaipubs with the standard 
set out in *[the Second Schedule],.and...... Legging 7 


emmar © b)-in relation to ‘a°cosmetic, that the’ ‘cosmieti¢ Sri with such 
standard as may be prescribed. Pe™ae: cross © Beer oe 


2), The {Central Government}, ° ‘after consultation with the ‘Board and 

ying by notifi dn the,.Official.Gazette met ess than three 

notice of, its intention so..to-doe, may.by..aslikermotificationzadd to 

or Se. amend pape 1 Reeser ioe geo the- purposes»of this Chapter, 
and thereup 

cordingly. Goer Temermaaer PI St, Ty a i Ct ane a 


on. s{the: Pi ects agen shall be deemed tod be amendes ac- 


a -A7. Misbranded drugs,—For the. ie lg of..this. 5 Chapter a arog shall 
be deemed’ to be misbranded— 


(a) if it is an imitation of, or substitute ofa or resembles ina 
- Manter ‘likely to deceive, ‘another drug, or _bears upon it.or.upon its 
label or container the name of another drug, unless it is ‘plainly and 


ve SOhSPicuously marked so.as. to reveal.its true character and its lack 
Ww ge with such. other drug; Oar ware t wisrstiw sqoeitien 


(by if it’ purport?’ to be the’ PRE OF fh a wigs? or ester of which 
it As not truly _ a product; or ey 


i +" 


“(xC 


Ps 


‘penne: 3. 7 a 
waist i i argh VENT 


4 9 Cy if it is Old, or Offered or ere for nj a name-which 
belongs to another drug; or 

woes e sine nection To asec We ameter. WC Ae A 

(d) if it is so colouredy coatedy: powdered? aepuenes that damage 


is concealed, or if it is made to appear of bee or greater therapeutic 
value than it really is; or —cser wer spewed wee . 


we Wtitger (@) df. dtyis notabelled:in-the prescribed ‘manner; or 
ORI a AL SS RSD, ‘ished eM? 
Wns. by Act 21 of 1952, s. 11 (w.e.f. 27-7-1964) 
2Subs. by s. 123ribideyfor subssectionr(1)y(wient, 2767264 
_ 3Subs. by Act 13 of 1964, s. 11, for “the Schedule’’ (w.e.f..15- 9. 1964), 
4Subs. by Act 11 of 1955, s. 8, for. {{State-Government. yr veh yume cial 


ORG AY uF we v ; "v 1 


rad 
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~ (f) if its label. or container or anything accompanying the drug: 
bears any statement, design or device which makes any false claim for 
_,,, the drug or, which is. false or misleading in any Particular; or. \ 


(g) if the label or container bears the name of an individual or 
company purporting to be the manufacturer or producer of the drug, 
which individual or company is fictitious or does not exist. 


‘[17A. Misbranded cosmetics:—‘For ‘the purposes of this Chapter, a 
cosmetic shall be deemed to be misbranded— ae 


(a) if it is an imitation of, or a substitute for, or resembles in a 
_ Manner likely to deceive, another ‘cosmetic; or | Shave 
(b) if it purports to be the product of a place or country of which 
it is not truly a Product, Or ..dy edy oiyr! noiials 
(c) if it contains a colour which is not prescribed; or 
aia (@) Af it is sold, or offered or exposed. :for isale; under a name 
which belongs to another cosmetic; or ~ 1 od yen | 
(e) if it is not labelled in the prescribed manner; or 
veut ns(f) if-its label of 2container bears’ the tiante OF dn individdal “or 
| “Company purporting to be the manufacturer or producer of the cosme- 
otic which individual or company is fictitious or does not exist; or 
; (g) if the label or container bears any statement which is false or 
misleading in any particular. ] 
~<8T17B. Adulterated  drugs.—Fot the purposes ‘Of ‘this Chapter a. drug 
shall be deemed to be adulterated— | : 
o. (ayif it Consists in whole or in part, of any filthy, putrid.or, de- 
“* “Composed substance; or wae a cs aia 
i etl (CB) if it Has’ been prepared, packed or stored under  insanitary 
conditions whereby it may have been contaminated with filth or 
_, whereby it may have been rendered injurious . to, health; or 


(c) if its container is composed, in whole 6r ‘in‘ part, of any poi- 
sonous or deleterious substance which may render the. contents in- 
“jurious to health; or Sen 


(d) if it bears or contains, for purposes of colouring only, a colour 
other than one which is prescribed; or era 


(e) if any substance has been— <0 © ilso1 ) 


(i) mixed or packed therewith so’as td teduce its quality or 
strength; or 7 


(i) substituted wholly or in part therefor. 


Ins. by Act 21 of 1962, s. 13 (w.ef. 27-7-1964). 
“Ins. by Act 13 of 1964, s. 12 (w.e.f. 15-9-1964), 
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—_— ~ ceane a aaa 


a explanation,—For.the purpose. of clause (a), a drug shall riot. be deem- 
ed to consist, in whole or in part, of any decomposed substance only by 
reason of the fact that such decomposed substance is the result of any 
natural decomposition of the drug within the period, if any, specified on 
‘the label of the drug within which the drug is to. be used : 
Provided that such decomposition’ is not due to any negligence on the 
part of the manufacturer of the drug or the dealer thereof and that it does 
not render the drug injurious. to. health.] rit 
"18. Prohibition of manufacture and sale of certain drugs and cosme- 
tics.—From such ‘date as may be fixed by the State Government by notifica- 
tion in the Official Gazette in this behalf, no person shall himself or by any 
other person on his behalf— 
tia (a). manufacture for. sale, or sell, or stock-or exhibit for sale, or 
bel (i) ‘any’ drug ‘[or cosmetic] which is not of standard quali- 


8 (ii) any misbranded drug or misbranded cosmetic;] 
*[(iia) any adulterated drug;] 

®[(idii) any patent or proprietary medicine, unless there is dis- 
played in the prescribed manner on the label or container thereof 


the true. formula or list of ingredients contained in it in a manner 
readily intelligible to the members of the medical profession;] 


(iv) any drug which by means of any statement, design or 
device accompanying it or by. any other means, purports or 
claims *[to prevent, cure or mitigate] any such disease or ailment, or 
» to lave any. such other effect as’ may be prescribed; 
uous | 7[(v) any cosmetic containing any ingredient. which may 
render it unsafe or harmful for use under. the directions. indicated 
or recommended; 
| (vi). any drug or cosmetic in contravention of any of | the 
provisions of this Chapter or any rule made thereunder;] 
(b) sell, or stock or exhibit for sale, or distribute any drug  *[or 
cosmetic] which has been imported or manufactured in contravention 
of any of the provisions of this Act or any rule made thereunder; 


1st April, 1947. for sub-clauses. (i), (ii), (iv). and (vy): of clause (a) and clauses 
(5) and (c) ; 1st April, 1949 for sub-clause (iii) of clause (a) in so far as it takes 
effect_ in Delhi, Ajmer and’ Coorg, see Notification No. 18-12/46-D, II, dated 
11th February, 1947, Gazette of India, 1947', Pt. 1, p. 189; as'amended by Notification 
No. 'F. 1-2/48-D(II), dated 29th September, 1948; 1st April, 1953 for the States of 
Himachal Pradesh, Bilaspur, Kutch, Bhopal, Tripura, Vindhya Pradesh and Manipur, 
vide Notification No. S.R.O. 664, dated 30th March, 1953, Gazette of India, 1953, 


Pt. II, Sec. 3, p. 451. 
2Ins. by Act 21 of 1962, s. 14 (w.e.f. 27-7-1964). 
3Subs. by s. 14, ibid,. for sub-clause (ii) (w.e.f. 27-7-1964). 
4Ins. by Act 13 of 1964, s. 13 (w.e.f. 15-9-1964). 
5Subs. by Act 11 of 1955, s. 9, for sub-clause (iii). 
Subs. by s. 9, ibid., for “‘to cure or mitigate’’. 
7Subs. by Act 21 of 1962, s. 14, for sub-clause (v) (w.e.f. 27-7-1964). 
SIns. by s. 14, ibid. (w.e.f. 27-7-1964). 
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| (c) manufadttite’ fot ‘safe; ‘or’ Sell, “or stock or exhibit for sale, oF 
distribute any drug ‘for cosmetic], except under, and in wf ged ths 
cmos withthe: conditions: of? a < diceled dsseed far sich” rider, 
is Chapters" ? bazoqeosab yas Io 216g ni 10 Slo i Jeiano: ot 
Migr : Sieest oct a sonsiedise por sg love tli 3961 ofl) fo siees 


n> SP¥ovided. that tho this $e Hipp pea ei 
subject to prescribed! cOhditibn 26E?s sore be Sin ee 
PUTBOSE.OF examination, test oF-analYsigieoqeoob dove ders babivent 


fi Io 184 
nok o ed: bas Yosvert? tolssb of} 10 guib of} Jo 19uNteBiuNEM oF 
Provided further Pat the osiaaig, ale th sie eSnsulta- 


pe with | the Bo igs Ot Ee 
to" any bonditone aes an me a sip, De. ae 
sale or distribution of an od ip Ate 


quality.” ans ba zirl no nozisg Torlt 


1) Explanation'=> Bherformula .br7list oflan ection rention ee aif sub- 
clause (iii) of clause (a) shall be deemed to be ail and -a-Stfficiétit’ com- 


Pliance with. that sub-cla 9) d detailed re- 
crpe “of Fhe" ini os Reet za teed ales ORR ABE SSA Heyl potent oF , poisonous 


pre he eontained therein together with an approximate, statement of 
the composition of'thertitedicine gu1b bebnsideim yas — 


3[18A. Disclosure Of the name. of of th tne manuf ilacturer et er person, 
ridt Beitig the’ mattute rwa ot his t for the distri- 
BUA TREFEOTO SHAM OE OC aE: ke . OF ite name, 
wddress and ‘othier “partie HIE MAAS Me e306 Foti He “Acquired the 
oe ods o eisai $ 0} sidigileim yirbsss 

2 meesb -tosorsiste yas to ensom yd doidw gutb yas (i) 
"> t9ecPleas.+-(bym Save'las hereinafter Provided HARE SERCH! shall 


be no:defence imapeprosecutionsuider this Chapter 6 merely that the 
accused was ignordntiofethe ndturey substance or! qu P OF the’ drue’ ‘for 


cosmetis a : obi a of. aie the PI aE Se ay ee or of the cir- 
: a 


timsta bough 
cumotaeds the’ Hie S apa oF Hi bit (it tas ae. 


* (DY Sot tne OG Shc ARG Ralls’ b 
wi eRe SBR ARATE Hh al He deemed vo be 


eosinctie: be deemetly toh bey misbrapyed!idn-to. te obelow jsktandard quality] 
only>bysteasoncoft theifettithat—ro hatiogmi mood 2sd doirlw [oitormeos 
‘rebtcrstact shee sli yrs 10 19A eirlt Yo “pnolvess sfii to yng to 

(a) there has-been added-thereto some —imnocuous substance or 

= fngeediont Because the same: is ‘reyuited for the aha ot 

pat Colgan JE TRE deb Tot coinetit] AS" ait-artigle 4. eominerce! Ihsan 
fot. carzia ge . or; consumptian, . a Movie, dncrease. thesis" 

: a measure./of Ahe ican" oxirosme ti rofopae cole@al ifs linife riot 


nua ait reOtTe a soon fot “woes odesheS b> 
“> ge ae eda or ; #908 bots} . eA O82 oF noes sHioVv whi 


oT ae Baie pe 1 AR» 1 pep 7 
IIns. by Act 21 of 1962. ORG lay” 55 hey, iba cael Wo TS IDA vel enls 


2Subs. by Act 11 of ps0 1S ‘Ar me E ithe an: AMG AT 2 yd duet 

3Ins. by Act 13 of 1964, 5.“PPU bee Lp aayods DdCT to EL tos “ ent" 

4Ins. by Act 21 of 1962, s:(¥S AHP SRG GA.” CECT Yo TT IDA ye echt 

$Subs. by, Act 13 of 1964, s 15 wera “Wael We PMS S ba pee 
w ) ‘e) souglo-dpe YO , ve 


(heey pe \adi . > vel a 
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(8 RSA ie! us Soe 
oo ROUTES Gee 2 LT 
5 : * * * 


on ) yt Pp acess. of cture, AUOP-.r » Conveyance 
subslange UAV come \ intermixed, with 
hes that th Is Maes not sen in ‘elation: to, any sale, or 


eran of the drug “[or cosmetic] oe a ifter the vendor or 
oral op-ed of: »suehsiiniermixture. :.: mynd 

mw. jInAt ” wx) ae guitar afy %c rowan Ce Ans 
mug ECaGA A; Pers RAL: -being the manufacturer: ane or! ricosmletio’ Or 
his abent for’ the distribution thereof, shall not bé-diable»for ‘a | contraven- 
tion of section 18 if he proves— 


i —e ait | ipo uired ti drug OR. cosmetig. from: ay uly linensed 
tf + 


aia muh Hbutor OF: dealer, .thereaf; nit wudirw 8ser tefoeg 


(6) that he did not know find could not, with reasotiite diligence: 
have ascertained that the drug or eosmetic ‘a any. ey contravened. 


“ynacthe provisions'of that’ section’ ‘and 


web. nite. ee Jans Too sad D wa Sensi 


: 46s the drug-or cosmetic. while jodie possession, "was'> pro- 
mu perly ‘stor ,and,,remained in the.same. state aswhem he-acquired it.] 


4(20. Government ay AS ete The Sta g emment may, by noti- 
fic#tioh Fn the" Ofeial_G xe t ae € $08 fil inks fit,..having 
the prescri bed “Gudlifcition: oe ape Gaveriinent K Reis for..such, areas in 


the State and in respect of such a. or *[classes of drugs or such cosme- 
tics or classes of cosmetics] as m ay b © specified i in the notification. 


it The Central Jom acdsee IStas2 CaS 
(hoth 9, Ge ntral Government; m y. also; -by ndtification im the sOfficial 
uch, persons:as ; fit»: having:the prescribed’ qualifica- 


tik ns, ,Jo,-be, ‘Government gm 8 ma noofy such: drugs: or: ?fclasses 
Q azug: or, such pcr —, af cosmetics] astmay si — in 
the no} aOR.1¢) es ws to aaorgail: 2: pes 


a Nowithitandin NY ng wil etiet in ,sub-sectior cape “sub-sec- 
fon (2) Heth the "Govern nor 2 Sfate. cae et rnment, . shall 
appoint as qiverntnthe Analyst’ any’ Off not” serving ii der it ‘it without 
the Previous consent of the Government under which he is serving. 


21, _feispestort, 1), aid Cer 1 Soxsromgat Pla, State .Government 
ae pe ne i ett SiGRP UM such. persons. as it thinks. 
ed quali c 


ag Inspectors. for,such;,areas as 
sy Ne Aunt Ess them by, the, | to Re ~ 


- 


ernment .or :the, seal Govern- 
ee ‘may be. afc 


S The powers Dei. may be exercised by an Inspector ae the duties 


which h may. ae parie ene AT eS OF . *[class¢s,.of drugs or cosme- 
tics’ or" eset Tet ai id telgtion, 40-8 Rich, and, the conditions, Jimita- 
tions or Bane ct’to which, suc sa powers and ‘duties may be exer- 
cised Ot, fF sotopedaian shall be such as may,.bs prescribed, 91.0 ory anf (ee 
wit? AOkfaaninservbyA ct TiseF 1955, Bf PORTE itvett by at oF 1964, = a feet. 
Mitoins0-ide4yebrs sider stunica to dower ms oF fqqs Yo >} 


ee CVS TITRA 
Lie ye) 


2Ins. by Act 21 of 1962) s205:(wielf. 17 Poy! nee Tabae bavze 
__ 43Subs. by Act 13 of 1964, s. 15, for sub-section (3) (w.e.f, .15-9-1964). 
pu ubs. by Act 35 of 1900,.5¢ for the griginal ss-20 and2h(w:e.fy AOvdr LAI 
“au 15S, bs ta On Pa 16es dna for Monet of drugs” (w.e.f, 2%-7-1964)..2 
6Subs. by s. 17, ibid., for ‘‘class of drugs’? @wie.f. 27-7-1964). aA rd edue x 
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Ltyene’’ ge HOI arid 


sue OrtnAlb ot arity eer aa Hi “fia ‘the import, pnanu- 
; ; ey 


hicture Or sale ‘of drugs’ or Cosmetics] ‘shall Be appointed t9 be an. Inspector 
under “this ‘section, ))!°7 a a 

(4) Every Inspectorishall be ‘deditied to be'd ‘public’ sérvant Within the 
meaning of section 21 of the Indian Penal Code (45 of 1860), and shall be 
officially subordinate ‘to such'authority ag ' thé ' overnment ‘dappointing him 
may specify in this behalf,]! ron. lecde Josgieds nodudiiiaib af POL ie 7 


Oe Wes 32 40 
-AOYOIW Of i 81 moitesa io | 


“ | 2 y ? ' Pit: 
on lOfZzOD 10]* guid f\} 10 moni.) 


f - 


“[22. Powers of Inspectors.—(1) Subject to the provisions of section 
23 and of any rules made''by’ ‘thé Central Government in this behalf, an 
Inspector may, within the loéal limits of the dred fot which € is appoint- 
ed,—— firur tarints | dtivw ton hl s wond ton bib od tert (4 

its y ves iff Mt Diemeoo. 10 Sub orld tert bonishsoas Ovi 

— (a) inspect any premises wherein any drug: *[or,eosmetic] is being 
manufactured and in the case of sera, vaccines and any other drug 
‘Prescribed “in this behialf, the “ plant! atid process) of ! manufacture and 
the imeans'employed for standardizin % and’ tésting ‘the drug; 
__ (b), take samples of any drug 


) 2y2lou b FI MARS 8 > ee 
ihr, 3 lrug “[or cosmetic] which is being manu- 
factured, or being Sold or is stock 


ed ot exhibited for sale, or is, being 
[aup 190 1Dot1es an Has 9} ? 


. 
iC: 208ID fi" Frit 


esheath t+ odd mi bettioode od vern ar [2 flomeoa To eserr! } 1s 

(c) enter and search at all reasonable times, with such assistants, 

if any,' asi he considers ‘necessary, ‘any’ place’ in ‘which he’ has’ reason to. 
believethat an; offence urider this’ ‘Chapter “has been’ or is “Being ‘com= 
mitted and: order’ in: writing the person in’ possession | of” ‘ahy drug *[{or 
cosmetic] in respect !of which the offence ‘has’ beén or ‘is ‘being ‘Com. 
mitted, not to dispose of any stock of such drug 8[or-“eosmetic]! for’ 
a Specified period not, exceeding twenty, days, or,,,unless, the alleged 
: ottenes is bac that, the Gelert FAY BR, removed, by, ithe,, assessor of, 
foe arug [or cosme ze,the,.. stor such drug, *[or. cosme- 

ity Iron to 


- 


I? ?) lordug gafric mavow) sit 3 


iia?fOD FPLOTV: ] 
“| 40 (ce) examine any récord, register, document or any, other mate-_ 
Hal object found in any'place imentioned in clause (2). dad seine mee 
sathe if he'‘has reason to believe that it, may furnish evidence of; the. 
comunission of 4h offence’ punishable under this, Act or the Rules made. 
thereunder;] ag os , | 


\ aI Hy 
; 


_ (da) exercise stich other powers’ as ‘may be necessaty for carrying 
out the purposes of this Chapter or any rules made thereunder, _. 


(2) The provisions’ of thé ' Code of Criminal Procedure, 1898 (5S of 
1898). shall, so. far as may \be, apply to any! search or seizure under this 
Chapter as they apply to any search or seizure made under 'the authority 
of a warrant issued under section 98 of the said Code. A ed 


SEEEEEEEEEEEEE Ee A eee Se = L 


Subs. by Act 21 of 1962,°s.17, for “in the than Boao. ae 
(w.e.f 27-7-1964). nulacture, import or sale of drugs 


2Subs. by Act 11 of 1955,-s. 11, for's. 22: 


Ins. by Act 21 of 1962, s. 18 (w.e.f. 27-7-19649, 
4Ins. by Act 35 of 1960, s. 5 (w.e.f. 16-3-1961), 
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(3) If any person wilfully obstructs an Inspector in the exercise of the 
powers conferred upon him by or under this Chapter, he shall be _ punish- 
eines imprisonment which may extend to ‘three years, or with fine, or 
Wi oth. ] 


On IO Wrllsdw Leonie 


“| °232°Provédure of ‘Inspect rs—(1) Where, an. Inspector. takes any sam- 
ple of a drug ‘for cosinistic] under this Chapter, he. shall tender the fair price 


thereof and may require a Written ‘acknowledgement. therefor, 


(2) Where the price tendered under sub-section (/) is refused, or where 
the Inspector seizes the stock of ‘any drug "for Cosmetic] under clause (c) 
of, section! 22, he shall tender ‘a receipt therefor in the prescribed form. 


-» (3),,Where,an Inspector takes a sample “ofa drug “for ‘cosmetic] for 
the purpose, of. test) or analysis}, ep tle RN in writing in 
the, prescribed form to, the: person. from whom he tak sit and, in the pre- 
sence Of. such, person: unless ‘he: wilfully absents ‘himself, ‘shall’ divide the 
sample into four portiors and effectively seal and suitably matk ' the same 
and permit such person to add his own seal and mark. to all or any of — the 
portions sqsealed and! marked?" VII 29182 Y : is ; sth 4 ha ‘ ait 


: : Bh 
at? 2 ' ' 
. } SFLeiv tov iJii De S71 S ) Ye sae Dia 
JOU & 


“ Provided’ that Where the’ sample is taken from premises i whereon ‘the 
drug ‘for cosmetic] is being manufactured, it shall be necessary to divide 
the, sample, into, three, portions. oly. £0, sy vhs on ns 
252115 1G YES 10 §91nn> ni gnisd “caileelliada ; be <p eee oie fi nooo 
.'ce Provided further: that’ where the ‘drug “for cosmetic] is made up . in 
containers of small volumes instead of dividing a sample as aforesaid, the 
Inspector may, arid ‘if ‘the°drug 1for cosmetic] be’ such that it is likely. to 
deteriorate or be otherwise! damaged by exposure shall, take three or four, 


7200 


(4) The! Inspector shall restore one portion ofa sample so divided or 
one container, as the case may be, to the person from whom he takes _ it, 
and shall retain the remainder and dispose of the same as follows :— 

_, (2) one portion or container he shall forthwith . send to the Govern- 
ment Analyst for test or analysis; ore 


(i) the second he shall produce to the Court before which pro- 
ceedings, if any, are instituted in respect of the drug ‘for cosmetic]; 
G0 ee ; 


' *[(iit) “the third, where taken, he shall send to the person, if any, 
whose name, address and other particulars have been disclosed. under 
section 18A.] © si 


‘Ins. by Act 21 of 1962, s. 15 (w.e.f. 27-7-1964). 
2Subs. by Act 13 of 1964, s. 16, for cl. (iii) (w.e.f. 15-9-1964). 
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MRE by ‘ =trgh Bus “e ei  teoctilil 
| s ctor t kes,..ap depalamats ke) ofisectiic 
9, 2h NP ry in daspector takes... aby @gHom, un i the 


(a) he shall use all despatch in ascertaining whether or not the 
drug '{or cosmetic] contravenes any of the. of.section 18 
Os 


; | , wash ete 
ine ands paloma ect sale ‘Ce ane Qes SP $0 (COD; 
ovr travene? forthwith stévéke “Herder ass 7 un € tS Salida USC OF} 
as the case maybe ARO mie déiah dy *be necessary for the re- 
turn of the stock seized; _ 
rar thig: eer Sew titre: noiose ta ‘eipo Gewinrer sur ai sre 4 ) ; 
eM (BY it he seizes the stock of the drug ‘[or.cosmetieljsche shall'as'soon 
re Be. inform ‘a, Magistrate and, take-his,orders as tothe ciistody 
t ereo “ hee rosa Diary bt | cima ? 


.. «)(¢),.Without, prejudice .te,the institutiomofany prosécution, if the 
. alleged  contrayention,,be ,suchn thatithei defectimay: besremedied By the 
0 or. 
; ect has been,so remedied, forthwith revoke his ‘otdér’!’ urider the 
crag Re “d ly oe Shur pre uen ve Gib De cy are, Toe loag ee 
*1(6) Whére ‘an ‘Tnspéctor seizes any record; registen, document or any 
‘shall, as soon as may be, inform a magistrate and take his orders, as, to..< the 
-eustody: thereof, Jev2ii MUST (Cos e SUNT: ts eS AE 1B CR 
2) ; Sirymiis 29T] 
24. Persons bound to disclose place where drugs dr tésmetics We bane 
factured or kept.—Every person for the time being in charge of any premises 
or distributio shall, on being fcquired by,an Unspegtor soto do, be degally 
Othe: Taspéctor the lace, where the drug “for cosmetic] 
‘ty oe SST SWE ae gh rere axe sik 23 
wi 2St! Repos of Government! AnaWsts — (1), ithe t Gow v. ament..Analyst 


“et ihe deh (Faia inser the-shall;' om beitig satisfied’ that 
a Fe e, citiuR DOE ut Cineseste bar csiven OF “SCCOLse 
-other material object under clause (cc) of sub-section (1) of section 22, he 
ety writ Sorigopsnor at list i owen wie 2 items wm! Bre 
whereon any drug ‘for cosmetic] is, being manufactured..oriis kept for sale 
is being” laftufactited’ or is_ kept. as, the..case, may. bewrir at TU sicwrrstsl 
to whom a sample of any drug '[or cosmetic] has been submitted for test or 


analysis under sub-section (4) of section 23, shall deliver to-the-Inspector 
submittingiit:a signedsreport it triplicdte THE pte “ibe Retin. : 7 — 
: 2508 SL oeuiy mor more nil 0 AP OVRE Sa ST Cab: S00 
(2) “Thepngpector Mureeeipt thereof shall deliver "Sie Copy OF tHe He port 

to the posta oe whom the sample was taken °[and another copy to the 
person, It any, whose name, address and..other particularshaye: been disclos- 
ed ‘under dectibr HRAT Mee i in at een for usesin, anys: prose- 
cution in respect of the sample. os 


«c @)mAnyrdocument purpottitis! #6 Be Yep Git SERBA BU a Gov 
Analyst under:¢his: Chaptersthafl Be evidehee BE HAE Aen ail bjgiseament 
such phonies oa be conclusive unless the person from whom the sample 
was taken or the person whose name, address and, ther, (pattictilars have 
ee ee Blesticr Seaton TR Al hae within, .wentyreightdays-o8 the 
reselpt of Atopy bF"the feport, ‘notified in writing the Inspectericor the 
Court before which any proceedings in respect of the sample are pending 
that he intends to adduce evidence in controversion of the report. 


| . 7 
ess 
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Ins by 21 of 1962 s. 15 (w.e.f, 37-7-1964) 
2Ins. by Act 35 of T960;'s. 6 (we. Y6-4.16615) 
3Subs. by Act 13 of 1964, s. 17, for certain words (w.e/f. 15-9-1964) 
‘Subs. by s. 17, ibid., for “or the said warrantor” (w.e.f. 15-9-1964), “2 
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QO) 2aeers sl te 
Safe! S pltgady, been tested, of analysed in.the,-,Cen- 
al Ss Laboratory, Wheie-a ipeEsgn wader, sub-section. »( 3,).. notified, 
his intention of adducing evidence In controversion of a Government 
sy er ah QUID MAY Of HS, OW, MOTION oF imsits discretion at 
Og REGUS Fd ate oPARAD Alto beacause ease the sample: of, ther 
B ghOF) I etuced sbefpren the, Magistrate aaader gub-sections,(4,) 
asi “Bh alestraranglysig to the.said Laboratory; which? 
the authority of, the Director of 


BpsbaeAe ANo WEitiNg sSigned “by: Or,,ander, 
thee? #Ad sgech BepeRt shall ybe canglusiven.evidence of the facts stated 


Central Drugs Laboratory the result 
—Soas Be ome Do hesiteyener 


(5) The cost of a test.or analysis made by t Central Drugs Labora- 
rapper Ubi) he pal by te ce {ainant’or'atcused as 
the'@lourt HalParageiqau miw sidsdaintq sd Uet2 smeel> “att scicu 
aai|* of bastxo = yem doidw tud assy ow! med) aed ad acm Tati doriy 
26. Purchaser of drug or cosmeticcénabled to! obtiin ‘test or Analyst, — 


Any person shall, on application in the prescrib er. and on payment 
of fhe prescribed 'fe82b de nto ts of analysis ‘to 'a Goyern- 
ment Analyst any d¥tig?"for"edémetic}° purehased by "Hint and to “receive a 
poo Suse test OF analysis siened by the Government Analyst 
1OP[ 27 Penalty for murtifacture; (sale, bte!? of driigs*iA COntravention of 
this Chapter ~oWhotver himself’ vi by any Ge be ER heen his’ behalf ‘manu- 
factures for sale, se stocks or exhibits for, sale or, distributes— _ | a 
woiose "ea any p8 tO bsiorvaed ass gaivenl jet WY {) a 
ami titiw oldsdefnuq “sd [Isd2 .noitose ter has beac meyt a ATT 
foulw oni déiy deemedtoobé miisbranded under © elase: (@)} clause (b);"" 
clause (c), clausé'(d) sitkiuse (Aeor chause(2) of séctiOi "7 ‘or! 
adulterated — section 17B; or é ns 
29a * * ** sobau sogsfo gs to bsionnos assed eeiead sero wot 
od erie qhDowithout ajvalid licence as -xequired,under, clause.,(c)- Qt, 
iw ro FSYBRP ah" of basixs vem doidw INSEE Dw - wtuathutin 
shall be punishable with imprisonment for a term which“Shall’ fof’ be! 
ood SS than one year but which, may extend to,ten years,and shall ~also.be 


‘ms 10 19'}qBt) 2id) Io oovizivorq dove yas goimevetmes ce] vsti nit 
“ui = -Prdvidedithat therCourt may;-for-anysspecial reasons:to-be révordedi” 
2s InOWnHINg) iorpese al-sentehce! ofcamprisomitentzof les¢'tha ‘Oneryear; ui 
Ml ai mojtnevsvingo dove ti bas} soitsseinoo of sido ad Vschs : reas? 
(b any drug other than a drug referred to in clause (a)-irconére 

___vention of any of the provisions ofthis Chapter_or_anyrule__made 
thereunder shall bese punishable with:dmprisonment forsa termu<cwhich 

may extend to three years, onqitkr fine, or: with bothe] ea wt wii 

AE 2 03 1) oe 22S 7) AeA owe wathnd* 

_ *I2TA, Get fer wfacture, .sale,» etc, fe cosmetics, in comtraven- 
tion of this Chapter,~, Whoever, himselfor-by, any, other person, on hig:behalf 
manufactures for sale, sells, ‘stocks,or-exhibits for sale»or: distributes any 
pe FN i) oaeranention ,of fayrinl the, provisions .of,.thig..Chantes,er any 

ade e 


ay* ore 
g ~ edad 


ms a I 
ora? 
ie 


rule thereunder, shal punishable with imprisonment for.’atetm 
which may extend to one year, or with fine Which may extend to .five-hundred 
sabi | PFooyith, bath,], @ 2 O8@l to 28 BA CI TN) wormed Us Rett 

A ef _tmiuine Lh.) ea Pt oe Ut ate: 


"Ins. by Act 21 of 1962, s. {5 (w.e.f, 27-7-1964).. \-.. . - 
Subs. by Act 13 of 1964, s. 18, for s. 27 (w.e.f. 15-9-1964), 
Sas. byvAct 21 of 1962, s. 19 (w.e.f. 27-7-1964.) 
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1[28. Penalty for non-disclosure of the name of the manufacturer, cic.— 
Whoever contravenes the provisions of section 18A shall be punishable with 
imprisonment for a term which may extend to one year, or with fine which: 


may extend to’ five hundred rupees, or with both.] eee ral 
29. Penalty for use of Government Analyst's report for advertising.— 

Whoever ‘uses any report: ofa test or analysis made by the Central Drugs- 
Laboratory or by a Government Analyst, or any extract from'‘such report, 
for the purpose 'of advertising any drug *for cosmetic], shall be punishable 
with find whidh may extend to five hundred rupees. ei : 

3[30. Perialty for subsequent’ offences. *[(7) Whoever, “having been 
convicted of an offence— 


(a) under. clause. (a) of; section. 27 1s ingen convicted of .an, offence 
under that clause, shall be punishable with imprisonment for,.a. term 
which shall not be less than two years but which ma extend to [tem 
years],.and, shall..also. be, liable.to fine: 45 0) (9 esos : 
meanrrenr ma pre 1nnem Dbedcmijesig Shi fi i HGONGGE OO ,.ushe Toes G < 
”“""rovided that, the Court may, for any special reasons. to, be-record- 
ed in writing, impose.a; sentence. of less, than, two, yearsi;: tevien 005 


(BY inder “clause ‘(b) ‘of section 27, is again convicted of an 
offence..under that.clause, shall be. punishable, with, imprisonment for 


aterm which may, extend,to ‘[ten years], of with. fine, or. with. both.}: 


6[(14) Whoever, having been convicted of an offence under section 
27A is again convicted under that section, shall be punishable with im- 
prisonment for a term which may extend to two years, or with fine which 
may extend to one thousand rupees, or. with both.]. ) Sat 


(2) Whoever, having been convicted of an offence under ‘* * * sec- 
tion 29 is again convicted of an offence under the same section shall be 
punishable with imprisonment which may extend to ®[ten years] or with 
fine, or with both.] 


31. Confiscation. °[(1)] Where any person has been convicted . under 
this Chapter for contravening any such provision of this Chapter or any 
rule made thereunder as may be specified by rule made in this behalf, the 
stock of the drug !°[or cosmetic] in respect of which the contravention has- 
been made shall be liable to confiscation “[and if such contravention is im 
respect of— 


1Subs. by Act 13 of 1964, s. 19, for s. 28 (w.e.f. 15-9-1964). 

2Ins by Act 21 of 1962, s. 15 (w.e.f. 27-7-1964) 

3Subs. by Act 11 of 1955, s. 14, for s. 30. 

4Subs. by Act 35 of 1960, s. 8, for sub-section (/) (w.e.f. 16-3-1961). 
5Subs. by Act 13 of 1964, s. 20, for “‘five years” (w.e.f. 15-9-1964). 

6Ins. by Act 21 of 1962, s. 20 (w.e.f. 27-7-1964), 

TThe words and figures “‘section 28 or’? omitted by Act 13 of 1964,s. 20 (w.e.f. 

15-9-1964). 

8Subs. by s. 20, ibid., for “two years’’. 

9Re-numbered as sub-section (J) by Act 35 of 1960, s. 9. (w.e.f. 16-3-1961). 
18Ins. by Act 21 of 1962, s. 21 (w.e.f. 27-7-1964), 

11Added by Act 13 of 1964, s. 21 (w.e.f. 15-9-1964). 
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(i) manufacture of any drug deemed to be misbranded under 
clause (a), clause (b), clause (c), clause (d), clause (f) or clause (zg) 
of section 17 or adulterated under section 17B; or 


(i) manufacture for sale, or sale, or stocking or exhibiting for 
sale, or distribution of any drug without a valid licence as required 
under clause (c) of section 18, 


any implements or machinery used in such manufacture, sale or distribu- 
tion and any receptacles, packages or coverings in which such drug is con- 
tained and the animals, vehicles, vessels or other conveyances used in 
carrying such drug shall also be liable to confiscation]. 


1[(2) Without prejudice to the provisions contained in sub-section (J) 
where the Court is satisfied, on the application of an Inspector or otherwise 
and after such inquiry as may be necessary that the drug or cosmetic is 
not of standard quality *[or is a misbranded or adulterated drug], or mis- 


branded cosmetic, such drug or, as the case may be, such cosmetic shall 
be liable to confiscation]. 


3[31A. Application of provisions to Government departiments——The 
provisions of this Chapter except those contained in section 31 shall apply 
in relation to the manufacture, sale or distribution of drugs by any depart- 
ment of Government as they apply in relation to the manufacture, sale or 
distribution of drugs by any other person.] 


32. Cognizance of offences.——(1) No prosecution under this Chapter 
shall be instituted except by an Inspector. 


(2) No Court inferior to that of a Presidency Magistrate or of a Magis- 
trate of the first class shall try an offence punishable under this Chapter. 


(3) Nothing contained in this Chapter shall be deemed to prevent any 
person from being prosecuted under any other law for any act or omission 
which constitutes an offence against this Chapter. 


4(32A. Power of Court to implead the manufacturer, etc.—Where, at 
any time during the trial of any offence under this Chapter alleged to have 
been committed by any person, not being the manufacturer of a drug or 
cosmetic or his agent for the distribution thereof the Court is satisfied, on 
the evidence adduced before it, that such manufacturer or agent is also con- 
cerned in that offence, then, the Court may, notwithstanding anything con- 
tained in sub-section (1) of section 351 of the Code of Criminal Procedure, 
1898 (5 of 1898) proceed agaiast him as though a prosecution had been 
instituted against him under section 32.] 


33. 5[Power of Central Government to make rules.—(1) The Central 
Government may after consultation with the Board and after previous publi- 
caion by notification in the Official Gazette, make rules for the purposes of 
giving effect to the provisions of this Chapter : 


1Ins. by Act 21 of 1962 s, 18 (w.e.f. 27-7-1964). 

2Ins. by Act 35 of 1960s. 5 (w.e. f. 16-3-1961). 

3Ins. by Act 13 of 1964, s. 22 (w.e.f. 15-9-1964). 

4Ins. by s. 23, ibid (w.e.f. 15-9-1964). 

5Subs. by Act 11 of 1955, s. 15, for sub-section (/). 
3—817 DGHS/77 
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i 
Provided that consultation with the Board may be dispensed with if 
the Central Government is of opinion that circumstances have arisen which 
render it necessary to make rules without such consultation, but in such a 
case the Board shall be consulted within six months of the making of the 
rules and the Central Government shall take into consideration any sugges- 
tions which the Board may make in relation to the amendment of the said 


rules. ] 


(2) Without prejudice to the generality of the foregoing power, sueh 
rules may— 


(a) provide for the establishment of laboratories for testing and 
analysing drugs “[or cosmetics]; 


(b) prescribe the qualifications and duties of Government Analysts 
and the qualifications of Inspectors; 


(c) prescribe the methods of test of analysis to be employed im 
determining whether a drug ‘[or cosmetic] is of standard quality; 


(d) prescribe, in respect of biological and organometallic com- 
pounds, the units or methods of. standardisation; 


21(dd) prescribe under clause (d) of section 17B the colour or 
colours which a drug may bear or contain for purposes of colouring;] 


(e) prescribe the forms of licences for the manufacture for sale, 
for the sale and for the distribution of drugs or any specified drug oF 
class of drugs “[or of cosmetics or any specified cosmetic or class of 
cosmetics}, the form of application for such licences, the conditions 
subject to which such licences may be issued, the authority empower- 
ed to issue the same and the fees payable therefor; 


(f) specify the diseases or dilments which a drug may not purport 
or claim °[to prevent, cure or mitigate] and such other effects which 
a drug may not purport or claim to have; 


(g) prescribe the conditions subject to which small quantities of 
ia may be manufactured for the purpose of examination, test or 
analysis; 


(h) require the date of manufacture and the date of expiry of 
potency to be clearly and truly stated on the label or container of any 
specified drug or class of drugs, and prohibit the sale, stocking or 
exhibition for sale, or distribution of the said drug or class of drugs 
after the expiry of a specified period from the date of manufacture or 
after the expiry of the date of potency; 


(i) prescribe the conditions to be observed in the packing in 
bottles packages, and other containers of drugs ‘[or cosmetics], and 
prohibit the sale, stocking or exhibition for sale, or distribution of 
drugs '[or cosmetics] packed in contravention of such conditions; 


1Ins. by Act 21 of 1962, s. 22 (w.e.f, 27-7-1964). 
2Ins. by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964), 
3Subs. by Act 11 of 1955, s. 15, for “to cure or mitigate”. 
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(j) regulate the mode of labelling packed drugs '[or cosmetics], 


eee the matters which shall or shall not be included in such 
adels; 


(kK) prescribe the maximum proportion of any poisonous sub- 
Stance which may be added to or contained in any drug, prohibit the 
manufacture, sale or stocking or exhibition for sale, or distribution of 
any drug in which that proportion is exceeded, and specify substances 
which shall be deemed to be poisonous for the purposes of this Chapter 
and the rules made thereunder; 


(1) require that the accepted scientific name of any specified drug 
shall be displayed in the prescribed manner on the label or wrapper 
of any patent or proprietary medicine containing such drug; 


2k * - * * 


8[(n) prescribe the powers and duties of Inspectors and ‘[specify 
the drugs or classes of drugs or cosmetics or classes of cosmetics] in 
relation to which and the conditions, limitations - or restrictions sub- 
ject to which, such powers and duties may be exercised or performed;] 


(0) prescribe the forms of report to be given by Government 
Analysts, and the manner of application for test or analysis under 
section 26 and the fees payable therefor; 


*[(p) specify the offences against this Chapter or any rule made 
thereunder in relation to which an order of confiscation may be made 
under section 31; and] 


(q) provide for the exemption, conditionally or otherwise, from 

or any of the provisions of this Chapter or the rules made there- 
under, of any specified drug or class of drugs '[or cosmetic or class 
of cosmetics]; 


6* * * * * * 


133A. Chapter not to apply to Ayurvedic (including Siddha) or Unani 
drugs.—Save as otherwise provided in this Act, nothing contained in this 
Chapter shall apply to Ayurvedic (including Siddha) or Unani drugs.] 


SI(CHAPTER IVA 


PROVISIONS RELATING TO AYURVEDIC (INCLUDING SIDDHA) AND UNANIT 
DRUGS 


33B. Application of Chapter IVA—This Chapter shall apply only to 
Ayurvedic (including Siddha) and Unani drugs. 
ee ee es eee 
1Ins by Act 21 of 1962, s.22 (w.e.f. 27-7-1964). 
2Cl. (m) omitted by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964). 
3Subs. by Act 35 of 1960, s. 10, for cl. (n) (w.e.f. 16-3-1961). 
4Subs. by Act 21 of 1962, s. 22, for “the drugs or class of drugs” (w.c.f. 27-7-1964). 
5Subs. by Act 13 of 1964, s. 24, for cl. (p) (w.e.f. 15-9-1964). 
®Sub-section (3) ins. by Act 35 of 1960, omitted by Act 13 of 1964, 5.24 (w.c.f. 15-9-1964 
7Ins. by Act 13 of 1964, s. 25 (w.e.f. 1-2-1969). 
8Ins. by Act 13 of 1954, s. 26, (w.e.f. 8-12-969). 
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33C. Ayurvedic and Unani Drugs Technical Advisory Board.—(1) 
The Central Face shall, by notification in the Official Gazette and 
with effect from such date as may be specified therein, constitute a Board 
(to be called the Ayurvedic and Unani Drugs Technical Advisory Board) 
to advise the Central Government and the State Governments on technical 
matters arising out of this Chapter and to carry out the other functions 
assigned to it by this Chapter. 


(2) The Board shall consist of the following members, namely :— 
(i) the Director General of Health Services, ex officio; 
(ii) the Drugs Controller, India ex officio: 


(ii?) the Adviser in indigenous systems of medicine, Ministry of 
Health, ex officio; 


(iv) the Director of the Central Drugs Laboratory, Calcutta, ex 
Officio; 


(v) one person holding the appointment of Government Analyst 
under section 33F, to be nominated by the Central Government; 


(vi) one Pharmacognocist to be nominated by the Central Govern- 
ment; 


(vii) one Phyto-chemist to be nominated by the Central Govern- 
ment; 


(viii) two persons to be nominated by the Central Government 
from among members of the Central Council of Ayurvedic Research; 


(ix) one teacher in Dravyaguna and Bhaishajya Kalpana, to be 
nominated by the Central Government; 


(x) one teacher in Ilm-Ul-Advia and Taklis-Wa-Dawa-sazi, to 
be nominated by the Central Government; 


__ (x1) two persons, one each to represent the Ayurvedic (including 
Siddha) and Unani drug industry, to be nominated by the Central 
Government; 


(xii) two persons, one each from among the practitioners of 
Ayurvedic (including Siddha) and Unani systems of medicine, to be 
nominated by the Central Government. 


_ (3) The Central Government shall appoint a member of the Board as 
its Chairman. 


(4) The nominated members of the Board shall hold office for three 
years but shall be eligible for renomination. 


(5) The Board may, subject to the previous approval of the Central 
Government, make bye-laws fixing a quorum and regulating its own pro- 
cedure and conduct of all business to be transacted by it. 


_ (6) The functions of the Board may be exercised notwithstanding any 
vacancy therein. 


(7) The Central Government shall appoint a person to be Sécretary of 
the Board and skall provide the Board with such clerical and other staff 
as the central government considers necessary. 
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33D. Prohibition of manufacture for sale of Ayurvedic (including 
Siddha) and Unani drugs. From such date as may be fixed by the State 
Government by notification in the Official Gazette in this behalf no person 
shall himself or by any other person on his behalf, manufacture for sale 
any Ayurvedic (including Siddha) or Unani drug,— 
(a) except under prescribed hygienic conditions; 


(b) except under the supervision of a person having the prescrib- 
ed qualifications; 


(c) except under and in accordance with the conditions of a licence 
issued for such purpose under this Chapter; 


(d) unless the raw materials used in the preparation of such drug 
are genuine and are properly identified; 


(e) unless such drug is labelled with the true list of all the in- 
gredients contained in it and with such other particulars as may be 
prescribed; and 


(f) _ in contravention of any of the provisions of this Chapter or any 
rule made thereunder : 


Provided that nothing in this section shall apply to Vaidyas and Hakims 
who manufacture such drugs for the use of their own patients : 


Provided further that nothing in clauses (a), (b) and (c) shall apply to 
the manufacture, subject to prescribed conditions, of small quantities ~ of 
any such drug for the purpose of examination, test or analysis. 


33E. Restriction on sale, etc. of Ayurvedic (including Siddha) and 
Unani drugs. From such date as may be fixed by the State Government by 
notification in the Official Gazette in this behalf, no person shall himself 
or by any other person on his behalf, sell, or stock or exhibit for sale, or 
distribute, any Ayurvedic (including Siddha) or Unani drug other than 
that manufactured by a manufacturer licensed under this Chapter. 


33F. Government Analysts—(1) The Central Government or a State 
Government may, by notification in the Official Gazette, appoint such 
persons as it thinks fit, having the prescribed qualifications, to be Govern- 
ment Analysts for such areas as may be assigned to them by the Central 
Government or the State Government, as the case may be. 


(2) Notwithstanding anything contained in sub-section (1), neither the 
Central Government nor a State Government shall appoint as a Government 
Analyst any official not serving under it without the previous consent of 
the Government under which he is serving. 


33G. Inspectors—(1) The Central Government or a State Govern- 
“ment may, by notification in the Official Gazette, appoint such persons as 
it thinks fit, having the prescribed qualifications, to be Inspectors for such 
areas as may be assigned to them by the Central Government or the State 
Government, as the case may be. 


(2) The powers which may be exercised by an Inspector and the duties 
which may be performed by him and the conditions, limitations or restric- 
tions subject to which such powers and duties may be exercised or per- 
formed shall be such as may be prescribed, 
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(3) No person who has any financial interest in the manufacture oF 
sale of any drug shall be appointed to be an Inspector under this section. 


(4) Every Inspector shall be deemed to be a public servant within the 
meaning of section 21 of the Indian Penal Code (45 of 1860) and shall 
be officially subordinate to such authority as the Government appointing 
him may specify in this behalf. 


33H. Application of provisions of sections 22, 23, 24 and 25, The 
provisions of sections 22, 23, 24 and 25 and the rules, if any, made 
thereunder shall, so far as may be, apply in relation to an Inspector and 
a Government Analyst appointed under this Chapter as they apply in 
relation to an Inspector and a Government Analyst appointed under 
Chapter IV, subject to the modification that the references to “drug” in 
the said sections, shall be construed as references to “Ayurvedic (includ- 
ing Siddha) or Unani Drug.” th. biel) 


331. Penalty for manufacture, sale, etc., of Ayurvedic (including 
Siddha) and Unani drugs in contravention of this Chapter. Whoever con- 
travenes the provisions of section 33D or section 33E or section 24 as 
applied by section 33H or any rule made under this Chapter shall be 
punishable with imprisonment for a term which may extend to three months, 
or with fine which may extend to five hundred rupees, or with both. 


33J. Penalty for subsequent offences. Whoever, having been convicted 
of an offence under section 33D or section 33E is again convicted of an 
offence under the said section shall be punishable with imprisonment for a 
term which may extend to six months, or with fine which may extend to 
one thousand rupees, or with both. 


33K. Confiscation. Where any person has been convicted under this 
Chapter, the stock of the Ayurvedic (including Siddha) or Unani drug, in 
Sasa of which the contravention has been made, shall be liable to confis- 
cation. 


33L. Application of provisions to Government departments. The 
provisions of this Chapter except those contained in section 33K 
shall apply in relation to the manufacture for sale, sale, or distribution 
of any Ayurvedic (including Siddha) or Unani drug by any department of 
Government as they apply in relation to the manufacture for sale, sale, or 
distribution of such drug by any other person. 


33M. Cognizance of offences—(1) No prosecution under this Cha 
ter shall be instituted except by an Inspector. . _ 


(2) No Court inferior to that of a Presidency Magistrate or of a 


Magistrate of the first cl h : 
Chapter. ass shall try an offence punishable under this 


33N. Power of Central Government to make rules—(1) The 
Central Government May, after consultation with the Board and 
after previous publication by notification in the Official Gazette, make 
rules for the purpose of giving effect to the provisions of this Chapter : 


Provided that consultation with t 


he Board may be dispensed with i 
. ¢ ' . se 1 if 
the Central Government is of opinion : 


that circumstances have arisen which 
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_ render it necessary to make rules without such consultation, but in such a 
case, the Board shall be consulted within six months of the making of the 
rules and the Central Government shall take into consideration any sugges- 
tions which the Board may make in relation to the amendment of the said 
rules. 


(2) Without prejudice to the generality of the foregomg power, such 
rules may— 


(a) provide for the establishment of laboratories for testing and 
analysing Ayurvedic (including Siddha) or Unani drugs; 


(b) prescribe the qualification and duties of Government Analysts 
and the qualifications of Inspectors; 


(c) prescribe the methods of test or analysis to be employed in 
determining whether any Ayurvedic (including Siddha) or Unani drug 
is labelled with the true list of the ingredients which it is purported to 
contain; 


(d) specify any substance as a poisonous substance; 


(e) prescribe the forms of licences for the manufacture for sale of 
Ayurvedic (including Siddha) or Unani drugs, the form of application 
for such licences, the conditions subject to which such licences may be 
issued, the authority empowered to issue the same and the fees pay- 
able therefor; 


(f) regulate the mode of labelling packed Ayurvedic (including 
Siddha) or Unani drugs and prescribe the matters which shall or shall 
not be included in such labels; 


(g) prescribe the conditions subject to which small quantities of 
Ayurvedic (including Siddha) or Unani drugs may be manufactured 
for the purpose of examination, test or analysis; and 


(h) any other matter which is to be or may be prescribed under 
this Chapter. 


330. Power to amend First Schedule. The Central Government, after 
consultation with the Board and after giving, by notification in the Official 
Gazette, not less than three months’ notice of its intention so to do, may, 
by a like notification, add to or otherwise amend the First Schedule for the 
purposes of this Chapter and thereupon the said Schedule shall be deemed 
to be amended accordingly.] 


(CHAPTER V 
MISCELLANEOUS 


2(33P.] Power to give directions. The Central Government may give 
such directions to any State Government as may appear to the Central Go- 


1Subs. by Act 11 of 1955, s. 16, for s. 34. 
2Ins. by Act 35 of 1960, s. 11 (w.e.f. 16-3-1961). 
3§. 33A re-numbered as s. 33P by Act 13 of 1964, s. 27 (w.e.f. 15-9-1964), 
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vernment of be necessary for carrying into execution in the ae any of the 
provisions of this Act or of any rule or order made thereunder. 


der this Act has 
34. Offences by companies. (1) Where an offence un 
been tonics by a company, every person who at the time the a vs 
committed, was in charge of, and was responsible to the pela | << = 
conduct of the business of the company, as well as the company sha a 
deemed to be guilty of the offence and shall be liable to be proceeded aga 
and punished accordingly : 


Provided that nothing contained in this sub-section shall render any 
such person liable to any punishment provided in this Act if he proves that 
the offence was committed without his knowledge or that he exercised all 
due diligence to prevent the commission of such offence. 


(2) Notwithstanding anything contained in sub-section (J ), where an 
offence under this Act has been committed by a company and it 1s prov- 
ed that the offence has been committed with the consent or connivance of, 
or is attributable to any neglect on the part of, any director, manager, 
secretary or other officer of the company, such director, manager, secretary 
or other officer shall also be deemed to be guilty of that offence and shall 
be liable to be proceeded against and punished accordingly. 3 


Explanation.—For the purposes of this section— 


(a) “company” means a body corporate, and includes a firm or 
other association of individuals; and 


(b) “director” in relation to a firm means a partner in the firm. 


[34A. Offences by Government departments. Where an offence under 
Chapter IV or Chapter IVA has been committed by any department of 
Government, such authority as is specified by the Central Government to be 
in charge of manufacture, sale or distribution of drugs or where no authority 
is specified, the head of the department, shall be deemed to be guilty of the 
Offence and shall be liable to be proceeded against and. punished accord- 
ingly : 


Piovided that nothing contained in this section Shall render any such 
authority or person liable to any punishment provided in Chapter IV or 
Chapter IVA, as the case may be, if such authority or person proves that 
the offence was committed without its or his knowledge or that such autho- 


rity or person exercised all due diligence to prevent the commission of such 
Offence. ] 


person in such newspapers or in such other manner as the Court may 
direct. 


(2) The expenses of such publication shall be deemed to form part of 


the costs relating to the conviction and shall be recoverable in the same 
manner as those costs are recoverable 


IIns. by Act 13 of 1964, 5, 29. (w.e.f, 15-9-1964), 
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36. Magistrate’s power to impose enhanced penalties.—Notwithstand- 
ing anything contained 1* * * the Code of Criminal Procedure, 1898, it 
shall be lawful for any Presidency Magistrate or any Magistrate of the first 
class to pass any sentence authorized by this Act in excess of his powers 
‘under !* * * the said Code. 


37. Protection of action taken in good faith.—No suit, prosecution or 
other legal proceeding shall lie against any person for anything which is in 
good faith done or intended to be done under this Act. 


*[38. Rules to be laid before Parliament.—Every rule made under this 
Act shall be laid as soon as may be after it is made before each House of 
Parliament while it is in session for a total period of thirty days which may 
be comprised in one session or in two or more successive sessions, and if 
before the expiry of the session in which it is so laid or the successive 
sessions aforesaid, both Houses agree in making any modification in the 
tule or both Houses agree that the rule should not be made, the rule shall 
thereafter have effect only in such modified form or be of no effect, as the 
case may be, so however that any such modification or annulment shall be 
without prejudice to the validity of anything previously done under that 
rule.] 


1 The words and figures ‘“‘section 32 of” omitted by Act. 13 of 1964. 29, (w.e.f. 
15-9-1964.) 
2Ins. by s. 30, ibid (w.e.f. 15-9-1964). 
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11THE FIRST SCHEDULE 


[See section 3(a)] 


A.—AYURVEDIC (INCLUDING SIDDHA) SYSTEM 


Serial No. Name of book 


Ayurveda 


Arogya Kalpadruma 
Arka Prakasha 

Arya Bhishak 
Ashtanga Hridaya 
Ashtanga Samgraha 
Ayurveda Kalpadruma 
Ayurveda Prakasha 
Ayurveda Samgraha 
Bhaishajya Ratnavali 


WC OIADNA WN HE 


10 Brihat Bhaishajya Ratnakara 
if Bhava Prakasha 

12 Brihat Nighantu Ratnakara 
13 Charaka Samhita 

14 Chakra Datta 

15 Gada Nigraha 

16 Kupi Pakva Rasayana 

17 Nighantu Ratnakara 

18 Rasa Chandanshu 

19 Rasa Raja Sundara 

20 Rasaratna Samuchaya 

21 Rasatantra Sara Siddha Prayoga Samgraha 
22 Rasa Tarangini 

23 Rasa Yoga Sagara 

24 Rasa Yoga Ratnakara 

25 Rasa Yoga Samgraha 

26 Rasendra Sara Samgraha 
27 Rasa Pradipika 

28 Sahasrayoga 


tSubs. by Act 13 of 1964, s.31, for the Schedule, First Schedule came into 
force w.e.f. 1-2-1969 and the Second Schedule came into force w.e.f. 15-9-1964. 


Serial No. 
29 
30 
31 


32 
33 


34 
35 
36 
37 
38 
39 
40 
41 
42 
43 
44 
45 
46 
47 
48 
49 
50 
51 
52 
53 
54 


55 
56 
57 
58 
59 
60 
61 
62 
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The First Schedule 


Name of book 


Sarvaroga Chikitsa Ratnam 
Sarvayoga Chikitsa Ratnam 
Sharangadhara Samhita 
Siddha Bhaishajya Manimala 
Sidha Yoga Samgraha 
Sushruta Samhita 
Vaidya Chintamani 
Vaidyaka Shabda Sindu 
Vaidyaka Chikitsa Sara 
Vaidya Jiwan 
Vasava Rajeeyam 
Yoga Ratnakara 
Yoga Tarangini | 
Yoga Chintamani 
Kashyapasamhita 
Bhelasamhita 
Vishwanathachikitsa 
Vrindachikitsa 
Ayurvedachintamani 
Abhinavachintamani 
Ayurveda-Ratnakar 
Yogaratnasangraha 
Rasamrita 
Dravyagunanighantu 
Rasamanijari 
Bangasena 

Sidha 
Sidha Vaidya Thirattu 
Therayar Maha Karisal 
Brahma Muni Karukkadai (300) 
Bhogar (700) 
Pulippani (500) 
Agasthiyar Paripuranam (400) 
Therayar Yamagam 
Agasthiyar Chenduram (300) 
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Serial No. Name of book 
63 Agasthiyar (1500) 
64 Athmarakshamrutham 
65 Agasthiyar Pin (80) 
66 Agashiyar Rathna Churukkam 
67 Therayar Karisal (300) 
68 Veeramamuni Nasa Kandam 
69 Agasthiyar (600) 
70 Agasthiyar Kanma Soothiram 
71 18 Siddar’s Chillarai Kovai 
72 Yog Vatha Kaviyam 
fe Therayar Tharu 
74 Agasthiyar Vaidya Kaviyam (1500) 
75 Bala Vagadam 
76 Chimittu Rathna (Rathna) Churukkam 
TF Nagamuni (200) 
78 Agasthiyar Chillarai Kovai 
79 Chikicha Rathna Deepam 
80 Agasthiyar Nayana Vidhi 
81 Yugi Karisal (151) 
82 Agasthiyar Vallathi (600) 
83 Therayar Thaila Varkam 


B.—UNANI (TIBB) SYSTEM 
Serial No. Name of book 


Karabadin Qadri 
Karabadin Kabir 
Karabadin Azam 
Tlaj-ul-Amraz 

Al Karabadin 
Biaz Kabir Vol. II 
Karabadin Jadid 
Kitalf-ul-Taklis 
Sanat-ul-Taklis 
Mifta-ul-Khazain 
Madan-ul-Aksir 
Makhzan-ul-murabhat 
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THE SECOND SCHEDULE 
(See sections 8 and 16) 


STANDARDS TO BE COMPLIED WITH BY IMPORT 


MANUFACTURED FOR SALE, VOLD, 


ED DRUGS AND BY DRUGS 


STOCKED OR EXHIBITED FOR SALE OR 


DISTRIBUTED 


re 


Class of drug 


Standard to be complied with 


1 2 
«Ase SRS Ra gong ee 


1. Patent or proprietary 
medicimes Jfother than 
Homoeopathic medicines] 


The formula or 
Played in the pr 
label or container 
drads as may be pr 


list of ingredients dis- 
escribd manner on the 
and such other stan- 
escribed, 


2. Substances commonly known The standards maintained at the Internationa} 
as vaccines, sera, toxin, boratory for Biological Standards, 
toxeids,  antitoxins, and Stantans Seruminstitut, Copenhagen and 
antigens and biological pro- such further standards of strength, 
ducts of such nature. quality and purity as may be prescribed. 

3. Vitamins, hormones and ana- The standards maintained at the  Interna- 
logous products. tienal Laboratory for Biological Standards 

-National Institute for Medical Research, 
London, and such further Standards; of 
Strength, quality and Purity as may { be 
prescribed. 

4. Substances (othet than food) Such standards as may be prescribed, 


intended to affect the struc. 
ture or any function of the 
human body or intended to 
be used for the destruction 
of vermia or insects which 
cause disease inhuman beings 
er animals. 


**4-A. Homeopathic Medicines : 
(a) Drugs included in the Homoeopathic 


Pharmacopaeia of India. 


(b) Drugs not included in the Homoeo- 
pathic Pharmacopoeia of India, but 
which are included in the Homoeopa- 
thic Pharmacopoeia of United States 
of America or the United Kingdom 
or the German Homoeopathic Phar- 
macopocia, 


Drugs not included in the Homoeo- 
pathic Pharmacopoeia of India or the 
United States of America, or the 
United Kingdom or the German 
Homoeopathic Pharmaceopocia. 


(c) 


**Amended by Ministry of Hea 
D/M/S & PFA dated 6th June 1978 


Standards of identity, 
specified in the editi 
pathic Pharmacopoei 
time bein 
may be 


Purity and strength 
on of the Homoeo- 
a of India for the 
g and such other standards as 
prescribed. 


Standards of identity, 
prescribed for the Drugs in the edition of 
such Pharmacopoeia for the time being in- 
which they are given and such other stan- 
dards as may be prescribed. 


purity and strength 


The formula or list of 
in the prescribed 
of the container an 
as may be 
Government. 


ingredients displayed 
manner on the label 
d such other standards 
prescribed by the Central 


Ith and Family Welfare Notification No. X-11014/3/77- 


2[5. Other drugs . 
Standards of identity, purity and strength 


rugs incl in the Indian ; 
Pree ingen specified in the edition of the Indian 
Pharmacopoeia for the time being in 
force and such other standards as may 
prescribed. 


In case the standards of identity purity and 
strength for drugs are not specified in the 
edition of the Indian Pharmacopoeia | for 
the time being in force but are specified 
in the edition of the Indian Pharmacopoeia 
immediately preceding, the standards of 
identity, purity and strength shall be those 
occurring in such immediately preceding 
edition of the Indian Pharmacopocia 
and such other standards as may tbe pres- 


cribed. 

(b) Drugs not included in the Standards of identity, purity and strength 
Indian Pharmacopoeia specified for drugs in the edition of such 
but which are included official Pharmacopoeia of any other country 
in the official Phar- for the time beingin force and such other 
-macopoeia of any other standards as may be prescribed. 


country. 

In case the standards of identity, purity and 
strength for drugs are not specified in the 
7 edition of such official Pharmacopoeia for 
the time being in force. but are specified 
in the edition immediately preceding, 
the standards of identity, purity and 
strength shall be _ those occurting in such 
immediately preceding edition of such official 
Pharmacopoeia and such other standards 

as may be prescribed. ] 


iyns. by Notification No. S. O. 887, dated 19th March 1966, Gazette of India, 


Pt. TI, Sec.3(ii), p. 819. 
2Sub. by Notification No. G. S R. 885 dated 18-8-73, Gazette of India 


Pt. 11.3) 


nae Oi 


ee 


— 


tafe att gate ata attafraa, 1949 


OTRTaY Br Ey 


weaTa 1 


sre fea 
areng 
1. aferca arm, faearx six sera | 
2. mea tateat & seater ar afer a ST | 
3. Tera | 
Skeet avr § sorgu fret, ftir a siege fet geen s 
aft faeat ar sateqaa | 
4. fart cert Fart F sarc | 


HEAT 2 
stafa vata agent ate, BA atehy REA wat 
A stata Twat afats 

5. aaa Tata aareae ats | 

6. sta atefr sahraar | 

7. alata coast afi | 

7%. (fz afga) maqatee aaa aisha zy aa 5 Wie 7 FT AML a 
SMT | 


Wea 3 


atefaat a aaa 
8. Fartrelt arae | 
9. frat ort atett aiefia | 
9%. freqr ore aret sarea arafic | 
98. mIfafaa stata | 
10. where abate ar carer arated %& sre at afta | 
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14. waeet | 
15. AaHree | 
mead 4 
atafrat a fatrater, fare atk faa 
16. Faterel FH AAT | 


fare arte | 
9. fafaatat anf ST ATA HE aT HEA H fer ATT | 
29. Fn cecareh FARR AT FTE oo Rare & fare seater weY & Fer ee 
30. Traaat aq & far mie | 
31. WET | 
31%. acare faa BT STAT FT ATT STAT | 
32. areal aT aaa | 
om, Rafrmtar safe ay stator wet sy raraere ST TT | 
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33. fram wat at Aaa ace at wafer 
33%. weaTa aT (fra afet) arqafen a Zara atafeat et ary a ata 


Aeaa 45 . 
| (faz afea) madics sik qtat stafaat & aca sqary 


33@. WAT 4% FT ATT STAT | 

331. aTaafes al qarit alata aaitat vargas ats | 

339. (fea afet) arqifes ate qarat aiafaat % faaare fafrator ar gfe | 

333. (ita afeq) argdiee att aarit atefrat & frag ate 9% fates 

334. aeardt faxeraa | 

336. frtere | 

$39. ORT 22, 23, 249 25 F gaat FT ANT SAT | 

339. Teas seat F (fag afat) arqafee st qari steht ® 
faferator, fare arf % fare afer | 

$351. Tadd arreat F faw aa 1 

33e. afaecTr | 

$38. Sere fait a sreedt at art BAT 

335. WITal aT aaa | 

336. fam aaa at Sto acer at afc , 

$37. SUH ATT at aatfaa eet st afer | 


Head 5 
THT 


338. fram 2% ay orfaer | 
34. Srafrat amet sare | 
34%. acardt fast ar aoe | 
35. 8 atation & oie ofa everett ar area 
36. ates wifeaat afacttirs wet at afsete a are | 
$7. aqaraqyas Ht we artavé % fw afar | 
38. frost an dag & ane vat oT | 
rom aE 
faefra 
4—817DGHS/77 


ateta itt gaa ATAU 
stettay 1940 


(1940 m afufay go 23) 
[10 ere, 1940] 


atefaat [site cara arafeat] & arava, fafrator, farce 
I fara at fataafigg wk & fry 
atafaag 


ar: atefial*[atk sara arataai] % 8[srara, fatrator, feace are 
fer) & faftafia sor aia .; 


WI ad: Sax attra det avai six saat arystts art & fav, st are 


aed afafaae, 1935 &t aadt sagt el yal 29 safer at me 


° 


4 Tat % farisat & sat afta a WT 193 5 freed & ayew 


MES Ragare fected ey # ag afafrafie fear stat $ 
WEA | 


Tiere 


1. afara ara, facarz atc TTA: (1) ae afeforr atefy ‘Tate 
THT AAT] afaftaq, 1940 Pel AT AAT | 


(2) sae frearz *[perit uq & aa] at oar 


Re 
1. Seea AY ret at Parco & fata a 1940 % Uda F aq 5, TS 34 2fae; 


wet Shor Fente % fore get 7s 143 ia 1 ee afro ay geter 

Ua ait stare: afara Sat # arr PRAT TAT, SHAT UST TET a 

Ge 3358—~<aria cama TATA, feat 25 sre, 1941 fan) 

1962 % afafiag go 21 at aT 2G 27-7-1964 & aeaearting | 

tata mage art 1950 are He wee wfeMfra | 

+ 19628 afattag do 21 ar 3 GIT 27-7-1964 & aeaearfire | 

- 1972 % afafaag ao 19 # eer 2 ata THROAT tse H fray’ wea} 
#1 ary fear mar | 


2 BR & bp 
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(3) ag goa saa atm, farq TATA © xaq ga Uarte] & wart 
sper, faker ere ree FETT ATT Fret rer we WE SE 
wey fay a va at eg Be maT EIT FH TE THT TAIT Sa MTT 
are aa fate frat FE | 


2 qe TALC Ua H THAT & gear 3, Hof se TATE ATA 
(amea) afafray, 1972 TEM H TAT sat arére & sara at, fare Hea 
Seare UTATA H AAA STC, =H fatter frat He e 


2. econ fafa do seer wo fret YT: ee sh uaa HATERS 
aren zen afafara, 1930 (1930 ¥T 2) ax aaa wad feat 7a fafa # 
ahaa & a fe vas Beet A, eT | 


3. afcatard : ga afafaaa x wqaan fe ae aa fava a aaa 
q fae 7a— 


a 
L 1 maa, 1947 &, efag afaqual Ho &o 28 (10) (3) 45-04 (#78) 
Gai 2-9-1946; 1946 FT Wa Wat Wii fe 1349 | 
seara 4, feet, WANT WIT FT Tat F 1 Waa, 1947 A saa EMT, fay 
gated, meat 3 Ie 4 feaTaa Tem faeTags, axe, arora fage; fara 
gaa ix Aig Usa F 1 AIA, 19538 Sac Eu afar Mfagaa Fo 663 
feat 30-3-1953, WT H UTA MTT 2|VS ZFS 451 ST 
send 4 STat SAT ATT Baa GA UsUsa H, 1 HT, 1968 F TIT EAT | 
Rfau afaquat do TostouHe | MT 117 (74) feate 20-7-1968 AIA 
Husa F aT 3a 3 FS 128 
ca afatran at faeare 1963 % fafrraa ao 6-H ATT 2 AI ATTA T STC 
aratr amit gaat IX; 1963 % fafaay 6—7 SH ar 3 WIT HAGa I ETA 
qifexat ox, 1963 % fafaan Go 11 FT ATT 3 It HAGA Ee Tat Aa 
six 414 7%, Bt 1963 % fafraaa Go 8 FT ATT 3 WT HAGA STU TANS, 
fafaara ait seas ala Tx Feat TAT | 

2. 1972 8 afatrra do 19 FT ATT 2 Set HreT TAT | 

3. 1964 % Matta Ae 13 # arer 2 ater (15-9-1964 &) Wereariea | 
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1 (am) “ate” 8 afte a— 


(?) 


(ii) 


*[5 (aaa) | 


(fz afer) aradfer at art aiafe & ara 


“gaat amar” & ae tit de afria & oT are 
HC, Gat Ta, APIA asm, at ofa qfrataa war * 
fora araa ae aT sas fat art F aaa, ean, fosra, 


(ii) Aa wee e ata at feet «=o a oof 


eG 
* fac aria at ta [dea wa] waar atet >, 
Tae a raat HT Ger ag z: ferra & fry 
wad fac mat & far ama (ara a faa) 
te ord Wt ata wa am aman qt ume 
alm waste 4 afagaar are fafatace fer are; J 


1. (15-9-1964%) Yr ave (H) ave (HH) Fede qroater ake aa 
el aT 2 are aharearfae 
2. 1962% afafran to 21 FTA santas (aH) FETA (27-7-1964) 


Wa ear | 


3. 1964 % Afatqaa Ho 13 HT ART 2 aT 12-9-1964 & Ga: waif I 

4. 1955 % afataaa Fo 11 HT aT 2 aT ave (@) % eq F ofreafaa | 

5. 1960 % afafqam Ho 35H 2 are “Sra H” Meal H CITA IT 1 6-3-1961 
a sfcreartire | 

6. 1964 % Afaftan Ho 13 Ht UTA 2 aT 15-9-1964 4 Fo weal wT ATT 

7. “Gen seq” Weal % Cara Te Tale FH MTT 2 TAT (15-9-1964 @) fee 


earrra | 
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1f (7) Cacartt fares” & ahaa 8; —— 
(i) (fare afer) arqafen at oar atiefer % aeaee H WTR 69M 
& oda Fede ataTe AT UT Aart BT fraee Were 
farare; AIT : 
(ii) Freie sre attra ar reer ATTA ame Fart 20 & ae 
x etty ACEC AT CST ACHTE aTeT faa ATH fawTTs | 
20 (s) faders & afasat g— 
(i) (faa ated) arrates oT aaa arate & ear A, ST 336 
Ss oreita Reser AHIR AT IST ATHTR GIT frat fareters; AIK 
(ii) fret wea atafe a ates ae e araea A BTA 21% Water 
aria acalt aT Usa ALHTK atl faa farcers; | 
3(4(a)] fret aici Lar sates ait] tae a “fatrater’ 
> gata feet aes F[at seraq aril] at sae fava 
sic frat alate a fafaa sea, oiafad Fer, HST TU, 
Sat HA, GH TA, VAI AAA Aa, FA Ast A AAMT: ATE 
maa warpiad wer & fre ate TAT aT ahsAT FT amt at g fared 
ERC STRATE HATH TRH A fepett tater at PTA AT SAT TEST 
qarat waar S| feet waft at wetead ara Bt GH HEAT] EAS 
aeanta vet 8 oat “fafaiaa ea” ar od aaa feat sea; | 
1 (6)] wax oracins wodel a aordia cei afet “Ta HoT” 
S(area) A ara ata g; 
[(a)] “tere ar areaiae afafe” & det sie afte Fat ATE 
a cat & oreahce at aver saat F fre Gat HT Ff META STATK 


1. Be (1) Fea Te TAA HT ATT 2 grat (15-9-1964 A) Tacarhrs t 


. 1964 malate qo 13 HT aT 2 Ta avs (g) (15-9-19544) The- 
earita | 

. 1955 % aafray ao 2 art aus (Gaa) sfaearita | 

4. 1960 % afafraa qo 35 Hl AT 2a te (Ga) save (XY) Hews 
qa: aercifad fat TAT 

. 1962 % afataay 4 are (27-7-1964 8) aaeartaa | 

. “or frat atafe at da aez” geal at aatad at are 4 ator sfaeenfte | 

7. 1960 % afatray go 35 FT aren 2 are (7), (4) We (FS) GvSl H) ore: 
(S), (@) ate (+) ave} F eT F (16-3-1961 4) yroefea 1 

. 1951 % Bafaay qo 341 ATS 3 aaa are “asa” wee sfreerfia | 


. 1964 % fatray go 13 Ht are 2 art ave (H) (15-9-1964%) she. 
Tatts | 
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wT Tea FA ST aeraa area alee wT % ar ea fafa tafe 
ACHTT STU aS & TUT HLH rere feat war alow HGF were 


Sonia was; ] 
"[*L(#)] “fafer’® ea afefior } mia ve wy fra ara fatea 
ahaa 8; J 
a * ck a” 3 * * 


Wey BATT Ug A ange fine fats at afarara fet geoent & 
afc faaat er mafraaa : 4 (35. argent asa § asta feet fafa at 
afaaara feat saad % ofa, ga afafran Ff feat free a, cause 
Taq A, Fe ae AMAT Tread fe ag sa Usa A aq aerara fafa a fae 
THAT BABU F ofr fea F 1”) 


4. facet carat & at AF so : geT 3 TT AEMTT 4 Slat meara 4] 

SB aeta aay ary frre are fata card 3 eae fafates aE gars qarfeata sera 

SAT ear 4 [aT eaTa 4] H Gara H fare fader gerd eae aT | 

1. 1955 % afafraa go 11 at art 2am at as (=) sfcearfta 

2. 1960 % afaftaa do 35 at AItT2 aT7T (7), (1) att (Se) ata 
tau: (5), (X) ate (4) aust} wT A (16-3-1961 @) qarerte | 

3. fafa aaqHatHUT aa, 1950 are aeaeaTfia que (4) #1 1951 % af. 
fae to Sat are 3 at qTQat ar aT | 

4. 1972 % afafray go 19 FT a 4 are wea earthed | 

5. 1964 % afafaan do 13 4 AIT Zant (15-9-1964%) aeaenfad | 


wea 2 | 
silafa aerial aerget ate, Fexta sitefer x7 
gatrarat ate staf coat afafa 


5. aitefa awelat aergare dtd :-—(1) Fett aes ca afafray 
gar & Gar aa areat aailet Aaa qx Srila aaTT AIT USA AAT] 
ated 2% fam ate ga afafare are Se ate me eT Se BT TT 
= faa sara wera a (atsfa aaelal aeeatt ats Feat Aleit) 
Un als whet wet | 

If (2) ae frafafar acett afaaet arm, watt — 

(i) cqreq Fa-nafaeas, Ter, TT wea VIM ; 
(ii) atafa fata, Aka, Ter ; 
(iii) Fa stata catrareat fatrs, HAHA, TA ; 
(iv) Sata sadert deat fracas, Tateil, Tee ; 
) wed owefafeen wader aeart free, RoI AT, 


(vii) aredta Greet oieag FT Heme, Tea | 

(viii) tla atefa wade dear, freas, TEAS, Tea ; 

(ix) ta omferat F a Tt Usal a atefeal Ffdan F Ax 
as € 3 Healt Aare gre arafaatea fer wa ater 
at ated ; 

(x) feet wre favafearra at saa arae fret ares 
e seaftcaeq F Bradt a Aufss wae a sua-nfH- 
art afeerat # & area weet ofeeq st araafear 
atata ara fratfaa feat ata arat ua aac ; 

(xi) feet area favafaerat at vad ate feet aa & 
eHafta=z HF otefe a fafeet mea tfaaat F F 
wreita fafa ofere at arinfeat afafe era. fratfaa 
fear st arat wa aaa; 


1. 1964 % afafay Fo 13 St Bra 4 Br squTa(2) ¥% wna 
q (15-99-1977) & sfeenfac | 
46 
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(xii) Wefte sett & eta wert ara arafaefnr fear oa 

7 arat wa afar; 

(xiii) area fafa waaay oof 6 mal frat ara 
fratfat frat srt are we aoe am faa ; 

(xiv) wredta fafeear ame at ata afewe ar faraifac 
fear ota arat ca aafat ; 

(xv) arta aofse awa at afeae ara faaifaa fear oma 
aTat UE ata ; 

(xvi) ga afafar F ate aeard favaey at ce are Fe 
at ateafaa st aedtr aeart era arafadfaa fac orem 1] 


(3) ais tarafaefoa ate faatfaa aweca aya ve dian ad ae 
ay ati, freq gaatafadaa att gafaataa fac qa Ve ; 

1aeeq Tare (2) F avs (ix) at ave (x) at ave (xi) a are( xvi) 
* wale warfeals amfaetera ar fraifaa aafea aa ae 1s SIRT HAT WM Ta as 
qe Sa Ie at fraira aren fee <eat @ fa H ararx 1% ae are A TUE faa aT 
fratfaat feat wat ar 1 | 


(4) sedter atare F oF ganied H aes wea Eu ale, waa aegfs faa 
Be at site sect faerie He aver Flow STA aT a TAT HT TATETA 
fafaataa axa arat safafaat sar ada 


(5) ate svafefaat afea at aa aia scafafaai F dia aa & ofa 
q elt areat cat ararafaat & fav, sat ae fafafeaa ae, or fafoes areal & 
frarerd aearst ST a, a alsa at faa HE TAT GT ATS H TaeT ANT I 

(6) ate 4 feat ferro aa au at san gem feu oT OaaT 

(7) Rect atart feet oafsa at ates at afaa frase Sort aie ate % fae 
08 farsa ak aca atardaes oaee SUN GS esa aear< waa THe 
$i 

6. Seatg watefe sate: (1) tdtr acme ava sera faqad 
fata ara fares feats va tedte aofs sate sa Hal HT A 
% fae qarray cite cartes wot at sa sa afafaoe ara a ea meas H AeA 
aaa ae fHegt fraat are ata az: 

Ted ate teeta aeart van fated we at fet stata ar atefeat Bay 2 [aT 
Tat aaa at TaTat arAfaat % art] w fro seate aiefa sara F FT 


1. 1964 % Afaftan Ho 13FT ATT 4 SITs HtqIMa ITT (15-9-1964 
a) sftearits 
2. 1962 % afafaam Ho 21 Ft Bret 5 (27-7-1964 a) Herearfad | 
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Sette aieart ears Bata F at fRat a-7 fates satrarar fare ret od 
GI at riz TMI ® at ar 1, ch saaa aaa ar TATA Taal TT} 
B art F F219 atahy rarrarat frtae % Het warfeafa sa aca H aT se MAI. 
Wer % frzaH are fac MITT 4 
(2) Peta TeaTe ats & Teme were ears freafafan wt fates wet ara 
frre gat ahi} 
(*) Seite staf sararar ® a, 
ar * Ps Ps * | 
(7) farren ar ea ® far stairs [at Sarat arafrat]  ayat a 
SHI Tara at 3l pear 4a qe oe * aett] waar a 
THAT TATA BT aeaeaeE Feqtzt TST AT Tart featet & far 
aa mle, 
(=) at ger arF 399 gem ATT Fal Bl Hea FH fag ag TATA 
fay wraeae at aatdta at, 
(7) Stare (1) 3 TeTh F Tata F faq fafsa fae oF fae 
aaa faq i 
7. atsfa quad afaty (1) Setta geet sa afrfror ® TMI F 
wet *[atct] ¥ teeta art at TIT UST art Peat ara ge, Hedty TLATS, 
UST Aare ate aay tra A THEIL AS HY TAS It F far “Maher cows 
what” ear apa SP TUSHT aT TST He aT | 
(2) atrx terme Wary Rztq Tear ey Tatactas fee ot ae se 


WORT FT Ta aye Ae TaHP3T Usa geRa ara Tatactast fee ort ay 
MAH UST THT Te-UH Ista & fraae afss arat 


~~ 


(3) obtfx torqet WATT HeNT ACHR are, Zerg fae srt oe spfigfee 
Ghit ae SF art ahaa zz farang wet at ofes ait | 


(faa afsz) ATs few ot paral atafaray SIRT 5 Ate 7 ATT agar: 


[7 art 5 ate 7g Wedface ars ata (faz afea) aqatee at zara 
wisterat st ary ad atitt 1] 


l. 1962 % afaftae go 21 3 ae 5 (27-7-1964%) aeq-eanhaa | 


% 1955 % afafrrA wo 11 eT ATT 4 ater (@) R(t) aes aq, 


~ 


3. 1964 *% WiaftTq Fo 13 ¥T attr 5 gre “ASIA 4% gets” ® Taq Tz 
(15-9-1964) sfrearfrs | 


* 1951 % afaftre wo 3 Ht ae 3 ae ATT aT “aT Usat” F eae az 
Threat Ts 


6. 1964 % afafrag ge 13.31 STR 6 Ee (15-9-1964 &) Wet: Cerf 


weary 3 
sitaferat HT Tare 
B, Farferet B are :1[ (1) ga gears F sahorah F fers “avery errferer” 
qe et afar J— 

(=) stafa S araca Fag fe arefs 2[fadta aagat] a orator ares 
HT AAA HAT Z, AIT 

(@) caret arrat & aeaee F ag fe carat areal Ca ATH aT ATTA 
etal & sar fafed frat are 1 | 

(2) edt atare, ca wear B sara H fare 2 [fede waar] ar fe 

aaa aT aera SaTaAA, AVS A TUT HAF WA AIT TAT HWA F ATA ATTA FT 
ae ara & aeqa at Gat araats UIA FH afenqaar ara eax, eat A afaaa 
av et Sit He aa 2[ fata aaQaT] azaae aetfaa ara STOTT I 
9. fret ora are sitafarat : ga weaTa Haare fers fare asf Br Fear 
OM aal AAA FIAT —— 

(a) afe ag frat aa aisha at tH 2, TAH aaa FZ, A TAA TA TAIT 
faadt tad g fe atat et ara ar sa Te aT SAK ATA AAT TWA 
qt wea ati ar ara 2 wa an fe ag are ate aed BT A aa 
sat fafaa a at fe sam aredian caer ait cat wea aieta F 
QA WAteAA Bl WATT WH! Sl FIT; AT 

(a) afeag Waema aaa aA sala aa Tafa z fast saha 3 

area 4 vet 3; aT 

(1) afe saat arara tara 0a fear oat 3 tt Peat ea ata aT aT 
&; a 

(a) af az za tarctina, faafra, arse ar orfers at gee fe THAR 
for arar2, ar aie ae gaa azac at afas fafa Het a 
arat afaeraa at are 2 feat fe ag arena 4 Tat Ss aT 

(a) afasart aaa fash tfa A aat amar sats 5 AT 

(a) af ga Fat Ta aaa sae are fat Ata TCE TM 
waa, fears at afer & Wt sa atte FH far sty fear aay 

aca x aaa at feat fafafee F fart a qarat eA are ¢; 
aT ; 


“CR  — RESO oe eee 
1. 1962 ® afafara ao 21% Brer 6 are Stare (1) F tata TX 
(27-7-1964%) sfacarita | 
2. 1964 4% WataA Fo 13 Hl ATA 7 ser “MTA H egTA TT (15-9-1964 
w) sfaearite | 
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(8) afevat aaa arqra asa aafe arfatratar ar gees ee 
aetiat fart ca aafte aaccdt arar 2 ot afte at eer 
aretita gar afeaa F vat 21 

*[ 9%. feat ore arett seteet arafaat : ge are H satel & fare Pat 
TAIT AAT Bt fret ory areal amar sre :-— 

(*) af agfedt sacar anit stare 2, gah act F 2 aT 
Ses Fa TaHIT fast gaat & PH atat zrane ; ar 

(@) aieagca eat ar2a at safe Aat areafza @fraat sata 
TE TIT A ARS 5 AT 

(") afe sad tarda oat fafea adbs 5 aT 

(4) afe saat ara ca art 8 feo oat = sit feet aT sare 
aaa Bare &; ar 

(&) afesaqtaaa fatsa Aha atal aM Wat & ; ar 


(4) af sah yaa aga daa cared aaa ar faftatat ar genes 
erat aretiag PRat CH agfse qracqat rata eat afte ar aeqget 
setts gar afer Fatal =; ar 


(3) qe Sah Gat aa F wetar waa 2 wt faeat = ar feat 
tafafee & qarat 8 arat 2 1] 


*[9 @. acfefira sitefirst > <r geara eoasTat F fav, fedt stefs 
at aafapra gaat STVT :— 


(*) af ae goa: at atta: feet we, what ot frafes vert & até ; 
OT 


(@) af ae sea oheeataay Ff TAC Hl TE, Teast afar qverxg 
Cat we 3 fred ag want Tagier gaat at fas ae eae 
+ for afer atas et; a 

(1) afe seat qa qa: ot ara: fet GS m7 aifrarce qard § 
TH Etat saat oedaegai st eqreq * faa aftex aa? ; a 


(4) af tat tor & retaat & fae gad dar ta ga wala Fat 
fafea <r a faa 2; a 


mepienitl de aii recs a 
1. 1962 % afafiaa go 21 at aro 7 era ( 27-7-1964% ) ga: 
eartae | 


2. 1964 % ofa Ho 13 eer gare ( 15-91964 &) wer 
eqrhat | 


51 


(=) af feet care at :— 


(1) gat are firtrar ar fa fear var at frat saat aarferet 
aT area Fz TIT; aT 
(ii) qiia: arama: yak age F xa fear wart 


eretetr—ars (H) F cateat F fore fret aefa wt quia: ar wera: 
feat faefer card & ant Fast ca ata ¥ are aét aaa orem far oer 
fasfed vera, sa attire aaa ox fafeioe va areata % ax, afe arg 
at, frase ator sa atafe ar saat fear ar 2 va staf & frat orafer 
fared arofore 2: 

Teg da aa fe tar faset sa stot % fafraiar a sae oenaeai an 
aaterdt at feredt sce & aren adt ear 2 wie age va Mafe aT eae % fa 
afaat tel aaTaT F 1 | 

lo sfara sitaferat a cated arfaat & sara wr afate : set [aria] 
FM sala at aT wate waa A afi are za fafea faa 
a amg, alg afta freafafaa at ara at aor — 

(=) arf tat atef 2[ar sarat aradt] oot arte aarfret at vat 


’ 


*[(@) rs fret ora aret atefa ar feat ore arett Taret ara; ] 
4] (ga) ate sofafsa aitafa ; ] 
(7) ete atsfa °[ar cared art] fore aera & far saat 


1. 


fafet a, & aqata Fade ah aqat & gear; 


1 ata, 1947 (*), (@), (7) te (Ss) BK (a) aust far 1 
wid, 1947 Wave (4) Hfaa 1 aa, 1949 Rar 
afaqat fo 18-12/46-Sto-1, fate 11 Baa, 1947, 1947 
ead F UIA FATT 1 Ts 189 Fafa do ww -1- 
2/48-to (i) fete 199-1948 ara aaramifaa earl 

arqat faan aren afaqaat do 666 feats 20-3-1953, 1953 
FAA F UAT AMT 2, Gs 3,45 451 A fears wea, faarage 
#33, aia, fase, faa sea ak afge usa F fae 1 ata, 
1953 | 

1962 % afaftra Fo 21 HT ATT 8 ate (27-7-1964 &) Ara:- 
carta | 

maret STAT sara gs (a) Feat TW (27-7-196428 ) 
sfaeatira | 

1964 ® afattaa Ho 13 FT ate 9 attr ( 15-9-1964 4) FAT. 
carta | 


ee NITY He 
ps oe mm AS 


oe Oo,” LisRaRry ~%) 
L+2_6 s AND ) mo 
%‘, DOCUMENTATION ; & 
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(a) wétae martes aisfe, crane fe sas saa aoe ve fate 
Ofa %, gaa wcfase aaeat at ael Greer aT ael fafacer 
afa % aaeat at mend & wa a a wa aet Uf z 
aretra Tar; | 

(=) aig atafa at gaa ara & fal waa, oftectar ar arefa & ar 
fad aa aed &, feet Cate aanfa arate eet a yaaT 
Wat SAT wAaT HS Car waswa sar fated fear we wear 
aera Fats AT GAT aay Hae ; 

2[ (se) are sarea art frat ca deen aeaface zi at va ca free 
& mats, Tt soeiea feo ae at arfeaat faorfer a ae gt, 
samt & fay waxfart at aveifrax gare ; | 

(a) ee cat atefa 8[ar sereq anit] faear area ze mere 
ead aa afar area sfafusé ; 

ToT FA AT A HE ara Ter, Tera a fara Fsatra F far ar 
afrata saat & fru fat atefs & fafea ‘aa? & aeadia ae ches 
arava Fl ary el erat 

Ted Feat fe Hele aca ate Fave cea Het F gee eae 
“asa a afaqaar are, saafieear a fafatee fei wef > gear, as 
warfret att ett are fret atefs ar atefeat Fat S are star 2 
Taal | 

eqdiaty—arve (4) Haft guest Forget arqdt ava ave sr 
oe a cater aT aa se ate ast aT get ate attare aeeT 
wre fea fart ag wel ae a sa aa waa att fade coat A, wR sae 
geciase at, asta st cra H araste face afea, soefa PLAT FI 

11. anTeatat qos & arag fates a ort gta ate ata wen aftreriat 
at aifearat: (1) ATCA Teal F MITA Mal 4, farre srara erere 4[ stares 
afafraa, 1878] (1878 st 8) Hard iserisfatis 2, aaa TIT 
farfer ger saferterere St rer 13% SaaraT S oils wed eu sa sta feat S[s were 
arafaat | peer) ae ey ee frtat mata a wee F ote ofafes fan 


4, 1955 B afafere wo 17 4 rer Sam Ge (4) } ena 
sfreartac | 

1962 % afafaay Fo 21 are (27-7-1964 a) aarearfre | 
1962 ¥ afafara Ho 21 ate (24-4-1964 8) aasemrfig | 
wa dia ren atafaam, 1962 afar | 

1962 * afafray Fo 21 Fare gare ( 27-7-1964@ ) 
wears | 


ye wh 


~~ a... 
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Tat g, HX aaT-gew afearfeal ak ca aferrfeat a, A fe acer am. 
Tee BAC aK ages F oer afrafat cx afetira saat Fora & 
faq Sa afefan & ada aaa @, ufeaa cat aiafaai || ai< care 
arafeat] Fart Haglan, tat qatar FI Hal Fr F saat aeraas 

*[(2) svar (1) Sorat eesfraa sma erat far dete ae 
FCAT Healy Tae are xa fara srfwa eat ar are afearth ca fat 
aaa feu ae dha at free ax aaen, fret at F ga azz tf oes 
Waters cet area fat caret anal | wrafacé, feat oenaza geo 
* aeuta sffve &, ateca fede at feats atofs fdan, area at aca 
SUT, WK, afe wrarH el, Tragtaa arsed We we feat wees aot 
'L arseateat areal | araaat Fekla atafa sapraar BT aT I | 


12. fram aaa Sl Sexty aesre St afea— (1) Hela wea ae & 
TT TAT FTF TAT A wala Usa A afeged a gd sare 
& TFT ST WEATA H STaeay HT THTAT BWA H SGA H fav faae aaqr ata: 


*[Teg afe tala went Ht agua at facet cfefeataat dar at mg 
@, fer a scan eta & fe ae Fara ca Toast Ffar foe an faq 
we atats Fara Tora afsatfaa fear ar ae, feg cat fer F fray 
THT MT HST AA Haracats TTaaT fear arom ate Feta ae fare 
We Gara Ty, Gate saa fraat Faw Fara F 2, faa Fits | 
(2) gaunt afta at eronat oe oft sara sa fant ca faa 
(=) sa arafaat ar aisfaat Fag 4[ at saree arefaat a yareaq 
arate & at] at, fas arara wets fru aaaha gifs 2, 
fafafass ax cat a Cat saafeat Freq ax wa, saat a 
& fac amza orfaardt aie sah faa ea ote fafea ax aam; 
(a) ae aa eet TOT AA ae Tra AT fares Fea fafea 
at aan feat are aisfa “far sareq aaat] aaa aanfet 
ele ; 
(7) tat ak aa-otes afer as aera F aaalacT Ft eareat 
aren fafer at aa; 
1. 1962 % afafaaa Ho 2187 ATT 9 GTT(27-7-64) B ara-earfng | 
2. 1955 * wefan Fo 174T ATT 6 BTU SINT (2) Fea 
afaeartta | 
3. 1955 % Bfafaam Ao 11 BY Sra 7 are Bea: earfea | 
4. 1962 * afafarn ao 21 Hr are 10 srt (27-7-1964 ® ) 
Wea Tarts | 
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I(ar) arog Fars (7) F aa ga UT AT sata at fafat Ft 


(7) 


(3) 


gia qtiaa Rataa Bae feat atefa a gtar at adias 
alan ; | 

ga Oat a onfedt at ferret 2[ fraren, dre ar wat FCAT | 
arafsa arsaat erat atearara aitafa adh wet aA TA 
garay ayfater ta@ar aediat ar sar arar cat arta aat 
artet, fafafase wt aaT ; 

war wait arias He THT, Path aT TAT TT ayrsfaat aT, 
faael aa Za WoT HR mara aeqar safes s, Tea, TS 
ar farm Rfatar afeata sratte H far ats ahead A AAT 
fear ST THAT ; 


(4) saeaat at fafer we aad frre attest Slat ware aTatzaT | 


(3 


—— 


(7) 


qrara at araait, ae feat aa cara F saat ward Tiafrs 
HL THT ; 

az aiiaa acaha fe frat fafatese arora atsfa ardat ats- 
fat Ran & fatrate sare at vata F aaara sl ala 
gam Fat ar weyscen. qe eqeg: AIT al wT A afar at SIT 
are gta atafa ar attfaa Fat ar san fartaty at ara a 
feat fafaisss wrqiata # azar Faaia wala salve BX 
THT ; 

arafrat 3[ arsarat arafeat |e aqat ar araraactat era 
HPT MahIi carTTTAT ser Tz at, Tea at fasawTs fag yar. 
sat arsrea fear arat fafeafa at aha ax cal Then, We 
arfasxay Hfat aa grat a, af areal, fafa wc aa ; 
saatifagt S[arsaret arafuat] at, frat areata ater wat 
2, varfadt at, ae ae Ft ceavast Aart wer fear aA 
arat arem, CA aren Hart F dt-qen F ofaarfeat ara 
STA are HTLaTS Ht THAT, AIX Tae aaa wat an fares arefaay 
Star saad arafaal | F arate Fea IN weT<HaT at Ufa, 
fafaa FUAFT; 

1964 % afafaaa Wo 13 Ht ATA ara ( 15-9-1964 @ ) 

Wea eaTlaT | 

1955 ¥% afafaay to 11 Ht are 7 “are frat aT aa BEA” F 
eaTa Te Threarlra | 

1962 *afafrt] do 21 Bt ATT 108M ( 27-7-1964) & 
wea ease | 
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(St) oa arefeet 3 [ar sere amefieit] at, a 2 arta] A at 
eC UCase Hfar pr we a faata F yaa afar 2 sma 
Brae gRa wet Ha aah wae Te fray ca at fara 
STANT FATA A ATT west F far year ec gsT 


(2) arava tafe 2[ ar werey arafieit ] at ates, Heit a ee 
ararat A ta att A areata wd fafea we aT 


(5) Test Fferwa F ferq ware at we atefrat [ar were arafiray] 
Rearaet wT Tatts fafrafrr wc aet, wx 3 ard fafza wx 
THT ATTY Sat F Al sea ar aay ay ae AT 
ca feet fata vert tafewrr agra at fafer ac ada, Wt 
feat arava staf ae frarar wr ae at aeaface for adam, 
Cat frat wtefe F aaa atafafes acaaa fat ag qaqa 
afas aaa 2, weve caret #8 fafafee ax aan, acu nema 
a aedtt aware ae feral jodtre fase wag weT ; 
(@) ae wafer ac aor fis fret fafaiee atafs ar ettea daanfie 
ara Cat feat ara st ef Gee at arofas asta % aaa 
a wrasse ot, frag cat atefa ata 2, fafer Of a 
asanta fears ; 


(1) Sa weary ataadts aware ae faaat H aa ar feet} sodet & feet 
fafafase arefa ar atefaat San l[arsareaa areal a sae 
amfaat eat] at art aaa ee at Hfau saad Fi aeT | 


(= 


~— 


13 WITA—(1) Arata <a Hear F AT qaeila aarv au fae fran % gI- 
rata a feat ar serait Hor ag feat Cat wfea ¥ afafeaa, fraat az arr 
11 * Side Fad afacadia st, Haare 4, wey ag aw steal adm, 
a Aa 4, AT Wat SIT THB Stas, Waa Sat F Peale sr | 


(2) stare svar (1) Fatt fagate aioa asa soared Fae 
qa: faaara seca area ag sriaa set feet mfea % afafeaa Frere &, 
HT atay aH stat, aga 8, AreH sare ee aw aT gas, WaT 
amt F awedly Sr | 

1. 1962 # wfafran Ho 21 Freer 10 ate ( 27-7-1964) & 
mraeartte | 
2. 1951 *afeferm we 3 Mt wre 3 art Us e ca 
ofaearfra | 
5—817 DGHS/77 
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ata fears Fre ATES FRAT TAT 2, qal 


14 afrgen : Het ATT 13 F 
afar faa area arae feat 


sa staf lar carat ara] FT Fe TTA 

mare, afaecmra star | | 
1s afaarfcar : tfasat afaeee aT IIA aa % ufsege 

ara rer 13 Hae eeala HTT HT faaret Ae PUT | 


27-7-19644 ) Wee: carta | 


q wat Fle 


1. waar BY aer 11:3reT ( 


WENT 4 
atafaral at fafrato, fara atc frare 
16. 1/ earfaet aTTe—(1) ff gear Fagapmay * fare “aTaa 
warfaet ce & afata F 
(%) atefe Samra F ag fe wef faite aredt A ecairg ae 
I Wada Bd %, ak 


(a) THT ATA F AeA A ag fe weet arnt ce ae aT 
wyadt eet Fer fafer fear oe 1] 


(2) °[ Sea wear | ea ged % wate ¥ fav S[fadra art | 
a That aT eet ates, ats & arash FO Fea VC CaT eT F gay 
ara et att ATA A HT Ft aa wasta wea F afegaar arr saz 
qa gt ufgaar arr aet ait ak aa ‘(fate wget] aeqea autre 
aa Set | 


17. feat ore ate sitefai—eq geqra * Tatstat + fac fedt atofz 
et fear ort areit are ae 
() afeag fadt oa ctefr st wea 3, sae acd Ff @, a saw 
wa Tart fret gat Ff ser aronre a ga ox a sasdaa 
aaa ae TX er aa eae & aaa fe ae are atx 
aad ST tf Fa vert fafga aati fe gee wreafas ced 
a Cat wer atefe sare seer et ee wee gtaTU, a 
(@) aie ag CR ema at erat seats att eiae 2 faeet seafe 
qe aera A xe} 3; at 
(7) af oe Ce art & ST feet sea stefs ere fam fear orn @ 
um fara &far searfta sear afaefea fan Stat & ; aT 
(%) aheag ga cart tfaa, faafta, ater at ofar at ge & fr 
Tra fer sra @, arafe ag yay aga or ofits fafeaita 
l. aaret SYST 12 ae Bray (1) ¥ ean (27-7-1964 
& ) sfaeartra | 
2.1955 #efafian to 11 FLAT 8 are “asa atETT” HF CUT 
qx afaearfite | 


3. 1964 Hafafary Fo 13 FMT 11 ETc wat Fy cary It 
( 15-9-1964% sfaemfrr ) | 
7 
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J 


aga # at afacraa at ore @ forsar fr Fe areda 4 + 
OT 

(=) afeae ox tae fafea Cfe Sra TIT TTS | 7 : 

(a) afe cae Rat arora weaT SAF ATF at fast star TT Fle CAT 
sua, fearsa mr arafa 2M) va aefa % far are faeat aTar 
aot 2 waa feet fafafee aT fre ar qaray St ATCT 
ay 

(os) afegam aan Ta aa staf at fafantar ar sees erat 
areata fret ta safes at aerdl #7 aA aot anfee at ere 
serfs Sar afera A Ae e! 9 

10 1 7ep, freon OTe Ate ATA ATA — ET TTT FH TATTAT fay feet 
caret ara FY fereqr org areal AAT ATTAT —— 

(=) af ae fret ara meted arAaT FT HHT 2, gaa ace Fg at 
gay za wart fad qeaty ef ater ete; aT 

(q) afe ag teem ate st serfs et areafaa 2 fast seater 
ae area A ARTS 5 AT 

(1) afevat tar tae srfafer wet e 5 AT 

(a) afege tear Sw feel aa yaaa aradl are fase fear 
areat % ar fanaa fax seerfta sear afaefnd feat oat g 5 


at 
(#) afese ox waa fafa Of Saet AMAT MAT gs; TT 
(4) afegan Waa ane a sa TAA AAA at fafaatat ar seer 
apr areafad frat Ca arfte araeadt ar are SAT eas aT ArT 
aveafnen Sar afer A sets 5 aT 
(@) afesae aaa arya Tare tar wares fre F ar feet 
fafafte FT amar a aret z!] 
21 7@. wafaferr stefenti—ca sear Haataat Hfar, feet atefr sy 
gafafsa aaat NTT -— 
(a) afeag gota: ar area: feet a2, afsa at faafer gate & art 
ee 
(a) afeaz ease qfefenfaat FT Gare FTE, TH FY TE AT AST 
Huw Tee fax ag aett & agfea et Teel ar frase ae 
tareeg fare afraxt etTe Bt; AT , 
1. 1962 afafere Ao 21 BATT 13 ae ( 27-7-1964 F (Mra 
carfta | 
2. 1964 % afaftry Fo 13 BATA 127 ( 15-5-1964@% ) 
ara earita | 
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(7) afe saat oa qa: ar ata: fare fast or erfirente ced & 


TAT STAT TaBl aeaaeaat Fr eqeea H fae afewe wer 2 ; 
aT 


(8) afe Hata toe Hotei F fae saa tar tr oar wala 2 a 


fafea <a & fan 2; a 


(3) afe fedt cere ay 


(1) sav ara fretar ard fay war at fae saat aarfacr 
aT aay Fe TIT ; aT 
(2) Gra: atataa: say ace gy tea fear aware! 


erestar—a_rs (&) Hoa F fae fedt srefe #1 Gta: at ara: 
fedtfaafer vert & aa targa ara FR aereradl aA Ua fe ten fates 
Tay, Sa ATs Haat oc fafefes sa wravafe Bart, afe Free, fraH 
ataat ga atefa ar svatr fra oar @ sa Ataf fat cafes faaca ar 


qfounrn 2 : 


Ted da wa fe car faaee Sa safe % fafstar ar saay eatareh SY feet 
St Fare adlem ear aa sa aia Fy career FH feaw afaez at aaraT 


@!] 


18. Shara sitaferat at ware arafaal & fafrater sitx fae er ofawar— 
va ‘Late ] aa asa acetate maata usa 4 afegear ata za 
fafa frat atone, arg arte cao ar cael Be & fret geo eafae art : - 

(%) fatafafaa a farore fafafaa aé¥ star om faa adt sta 


—_— 


ar tera Fadl tam ar fase Afar afefefea ad atm 7 

faatta adt tat :— 

(i) atecay atafe 2[ar sara art] at aaa aarfact 
al et € ; 


_ 


. (#); (@), We (a) et % grave} (i), (ii), (iv) AK (V) 


afat 159e, 1947; av (#) Horas (iii) Ffaw 1 wx, 
1949 wat 44 feeth aaa AR aM Amara AT a afar af- 
Gaal Fo 18-12-46-to-Il feqtH 11-2-1947, 1947 # Ara 
# UAT ATT 15 18951 afaqaar Ao Tho -I-2148-so (ii) 
faat@ 29-2-1948 art arated gar) aTaay frre ore 
mfaqatt Ho 664 fedia 30-3-1953, 1953 4 AaB UTA FH 
am 2@vS 395 451 & fearaa gee, faaraqt, wee, HOTA, 
fage, farer sem atcafage uasat a fan 1 ata, 1953 | 


. 1962 Hafafiaq Ao 21 Hera 14 are ( 27-7-1954 ®) 


ora: earita 
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1p (ii) arg fear ore arety sitet ar Prem wore aretha TAT } 


2 (iis) arg aafafrr atafer ; | 


3 (iii) aE ere areata Aefa, sa oH fe sae TAT AT ATT 
qt fates Ufa a, sae aeaface aaest aT Ael PET 
ar gat fafacer afa B aeeat BT rary HAA q aad 
att tifa # saat tet; 


(iv) arg strate st sam ay & feat waa, featéa ar arafa 
& or feat oa aaa &, feet ca Oar sorfeg arr “[ ferro 
eta, dre attr at saat Waa FeAl] waar Fe Tar wa 
TAT TAT fated fear SIU Caar aaita aedt tar Jaar 
ara ard @; 


S(5) arg water art feat are Car aaen srafate gS sa 
Ge feat Bata, Sr otefaa feu av et or feast faoifes 
Hr reat, wart afar wafer ar aera ax aare ; 


(vi) at mera araedia aqme ae feet fran % seas F a3 
frat & geaas a alg atafa ar carat aaa; | 


(a) feet tat atvfa °[at Tara arastt | al wt ga afafa ad a 
qadta aa au fad fara se sual Fa Pett & Sere q 
arate av fafafaa at ve 2, fama aél wea at ete oF adi tam 
at fara Sfau afaefaa adt etm arfaaka adt eta: 


— 


. Aa BY ATT 14 sre GTEVS (ii) HATA TX ( 27-73-1964 &) 
sfaearita | 


bo 


. 1964 % afaftae Ao 13 FT AT 13 BUT ( 15-92-1964 % ) 
req eats | 


3. 1955 H afafqamy qo 11 BY ATA 9 sre ST-ave (iii) % way Ez 
sfaearfta | 


4. at Barer 9 ara “fat at wat HA” geel B® SMa gz 
sfaeafta | 


5. 1962 % afafere Ao 21 FT BTM 14 Bret (27-7-64 a) 
afaearfta | 


aD 


. 1962 % wfafay Wo 21 FT aT 14 8RT ( 27-7-1964a ) 
Tet aa | 
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(m ) fret atefit [ar saraa art] at faaard fafafaa or faa 
at tere at faaera afuefoa waar faafea ca mena % oda 
wea wait Shae das aaa F ala ak saat wat t WTAIZ 
et & fara aét HU ; 

THI IT FE ara Then, Tea ar fara Faire F ferw fret 
arsfa % fafea wat F xeaeita ate ofcart 4 fafratr a) ary at anit : 

Teas athe 2[ settee] als Hara geal Her FH TTA wraata 
ware & afaqaar arc, se afar a fatafae fat wat Fania, was 
vatfaet at tata are frat state ar atefiat Fat H faaard fafanio, faa 
aT faa BY AAT Saat 

eTlet—aus (F) Hyyavs (iii) Fafa aaest * oreqer ar 
qa tl sa srevs arate ah vats sawed ane arom afe aaeat aT 
qa ak ata tear she feu faa ag wet ate a sa aa waa ar fade carat FA 
St sat wedfase gi, arate et caer F Sre-sie fac afea, saefea adi 
er 3 

*[ igs. fafaatat & ara anfe at seca: sata ated ot fat aiafe ar sara 

amar at faftaatat at sam farcr t fae sear afarat adt 2, ater 
fag st ox federn ai sa orf ar ara, Tat aK AT fafarfecat THE HUT 
fara sat ag atefaat saat avadt ataa at 1] 


19. aftare (1) aa area gah qwarq gareudfied & fears, ea ge 
adie fret afaaira 4 Saat ae fas Hear are ofaen adi avi fe fra atafa 
4, at seataa arait ] Fara area fearaare va aisle Foyer, sersar 
vattét Aart sas fafato at arara at ofefeafaat a afaaea safes or, 
Fe act ox Sa faa ar zafae até sfaa sera adi ger Zaaife gaa va 
Fad Ie at fasran FH faa adterat | 

(2) %[ aris ssatrat % feo fest atefa a fae om ari ar 
aotafad araran varfaet a fara gar aaa feet sara aradt a frear 


1. 1962 % Wfalaqae Ao 21 Al ART 14 Bret (27-7-64 A) Aea:- 
earfas | 

2. 1953 *afatqan Ao 11 HT ATT 9ST Us AH FH CATA TK 
staeartra | 

3. 1964 Hufatqaa ao 13 FT Ae 1497 (15-4-19644) WAT 
carte | 

4. 1962 #afafaan Ao 21 Flare i5are ( 27-7-19548 ) 
WT TAT | 

5. 1964 * afafaan Fo 13 FT ATT 15 Bret (15-9-1964 A) HS 
Weal % cara Te Mfaeartac | 
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ora areft ar area aarfeardy & farea ata] Fae ea ata H HTET A AAA IGT 
fr—— 
(=) waa arg wavardy vert ar aaeF za aren feat war ¢ fF Fe 
ga siaft Uf avwaraa areit] atte arfroa seq FETA, 
Saga argue far segat cat Fay, fafatna aT ae FA 
fav atfaa Serge sa wets U[arsaret aradt] * dF 
aaa at Aral alae Bfae waar saat afear satfetet AT A 
afeat at fora % fre Tele; at 7 
2 * . r 
(a) fafrair, dara at vet at afer A ale aI Tey Vas aa 
sofa ea & adtafrt gi ast? | TST Fe ae arata aT 
garaa aradt & feet Oa fare ar face Hart H aM aet ST, 
St aa aeafatar a fata at faaraat Foard AAMT F TWAT 
ala g | 
31 (3) areata tt feet atafr aT caret art at fafaatar wazaT TAS 
frac Hf saat aferat qa F aT iss versa F fra farsa SA TAT 
a agi at fread ag aaa FT SAT g 
(=) fe vat sa atefer ar saves art FT tT wat aaa eT a 
aad fafratar, farce at araeret & fear | 
(a) frag aera Stra aT AIX Alea aera. a afafafrad aet 
at ana a feag wef arsed aaah feet care Sa ara 
Had BT Ietst Fels ; WK 
(7) frag wie asad aaa Ta sat For F dt ca viet ST 
a werena Sak vet am Awl fas aaa ATs Tea VaaT 
aaa feat at 1] . 
41 20. arcaret faxerrs : (1) Usa aca, Wesla Usa FH afaaar set 
fafa adarat ara oa aafacat ay, fares ae orm AHA €, Usa a 0a Sal F fa 


1. 1962% afafara Fo 21 Ht ATA 14 ae (27-7-1964 4) 
mearearigas | 

2. 1955 Hafafran gto 11 FTAA 108A Hat: Sta ave (FH) 
#11964 *afafram Ho 13 Stare 15a ( 15-9:1964 a ) 
ary | 

3. 1964 % afafram Fo 13 Ft ae 15 ere ( 15-9-1964 4 ) 
sfaeathret 

4. 1960 * afafram fo 35 Sta 4a 20 WK 21 Fa STA 
* tava TX (16-3-19614 ) sfeenfta) 


* a 
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TT Cat atafrat ar [atafirat & aa waar det carera avail ar caret arate 
Sart] st aaa at afrqaar A fatafece stacare favave frgad we aah | 

(2) tala arate a, wrrtta wsa 8 afeere ara fafa sears 
art te anferat at firs ae are ana @ dt oatefat at }[siefaai 
Sant waar tat sara avafeat at sara arafeat Fant | Ft araa, w 
afagan a fafafase et, acardt favre frat ae aaa 


— (3) seared (1) ar sqarer (2) a feet aa Haag ara a Fala 
UR AT Usa acer at feet Ta afrerdt ara sas ada aa a Fz 
Vl al Ta arate al, frase wets ae Bar Ht eral, Gaarafa Ffaat aac 
fare Seq Ff FV | 


21. fartters : (1) Sata eras aT asa aa, MATT TIE A afar 
aru, fafet searat ara ca cafeaat ai fared aa dre anadt 20a aat % fac 
Sts, zarferfa, Heda acart aruea acarcarrat ov, faders fara 
PX THAT | 

(2) afeaat st faterh arrsaaat ator aa ai aden frre ga 
ra Ted fear at aaa, atefsar- 2[ atefaat & at saar saraq avafaai 
aisaat avafhat Fat | fase aaa F aor aa, ofeetrare at freed fas 
wea Cat waaat ak eget srsataraea feat a aear wa at 
oA fated fee are 

(3) 3a ars aia feet awa ata a fates fra aet feat 
aren faast 3[ stefaat arserat arafeat % ara, fafrator at fara] 
@ ate facia faa at 

(4) scte fatten aredia as afgat st art 21 (1860 45) # 
wa Fate aae ana som aa oferet a orate eo a oaelaed en 
faa sa frost wea are acare ga fafire fafaface at 1] 


4,22. fattaat et aferat :(1) arc 23%, ae aa fafa Heel aeaTR 
ara aaa we fact faaat %, svaet Faerie ate fetes va aa Ft 
1. 1962 #afafaaa qo 21 FT aT 16 are “aisfaal F aT” H CATA 
qT ( 27-9-:1964 @ ) ofreata | 
2. Fated FT are 17 ere “atafaat a ee 27-7 
1964 4) sfaeartta | 
3. 1962 % afafaam Ho 2igtarei7ere “atest F fafrator 
arora ar fara aH HeaTa Te ( 27-7-1964 & ) sfaearfaa | 
4. 1955 a wfafaam do 11 Stare 11 are 22% ear TK Mfa- 
cartes | 
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eariia drat  aeax, fra fre ae fraad feat wag -— 


(=) da feet ofearx ar fete ax warm frat are arate 1{ aT 
garaat avait | fafafaa ay om eat Bae are, aT att <a 
fafirat fafea fait ara aitofs at wae F sae fafratr 4 aaa 
ax fafraion at shear ai atefs Fase aie aa F fre 
ara Fae SA area areal Hr fede HL AST ; 


(q@) tat fret aiofe farce aneht | Fay a aa ont fafatad 
at at tél &, a far aT aT te 2, aT fama averceT FT TT tel 
& aryatadt stot cet ar faatet FT oT eT | 


(1) feat ta eae &, forest aaa sae ra ae fava FCT FT FTC 
2 fe qa meme F oeiia area fear oT aar @ oT faa HT ETc 
afaraat THAT IX Ta aera H ATs, aha HE et, fee TE BATAVIA 
aH &, TAT HL aa, A dae - A aH A sa salad FT, 
fram wot Fag arate 1 arsaraa aad | @, fratart A area 
feat staat fat fear ot wel @, ate feat & aafas ay fafatese 
aravafa aa ter asf Marsa aadt | # feet tere aT 
ama tae atfafad aren tata a qaas afasfad we 
tara aif agate stufa tf ar cares arauy | % Heras sTeT 
aca arand? @ tat atefs IL ar saree art | Stere aT 
afareta HC AHA |; 


2 (at) avs (vt) Hatta fettera F are ae fHet afaera, ex 
aearast at feet wer aifae cere ay Ten Ht TH Bir ale 
sah we ae fasara aca stare sfeag ca atataaa at acuia 
qa we front Fata avedia feet aoe s fu Te HT ATEN 
alana eat sa wfaqera Tras ; | 

(1) Oat ser afeaat FT IAT HC AAMT, AEA egy alaedly aa 
wo feet frost Foot st aaihad aa F feu wars 
gt | 

(2) aesfrar afear, 1898 (1898 I 5) 4 Sas Sa Tea FH AE 

aartt at afase FATT aa gra st wa F Vat afeat Ft ara 
og h mala frare me arte & orfrare F aes Ht TE feat aaret ar afesen 
Hl ATT Std | 


1. 1962 *% afafaay Ho 21 Ft aT 18 BRT (27-7-1964 @& ) 
HT ITT | : 

2. 1960 * afafam to 35 HT aI S se (16-3-1961 8) we: 
earfae | 


65 


(3) afe aig aafayse seq Fare aracia feed fades a gee 
afaat FIAT Hea Trea afar HM Tag Hua =, FT dia ad 
TH BT Saw, WIAA Wagar at Adenia |r 


23. factterat ei cfr: (1) cet wre frtere ca mea % aia 
fret staf 4[ ar saraagaradt |] ar agar ear @ aet ae saat ofaa aime 
fafaca wom, ak vat fac fafa afeedtafa wafer ex aaa | 


(2) wet soar (1) Faia fafaca Fra aa a sare fear oat 
2, al wet are faders are 22% ae (1) S iia fet atafe ' [ar cave 
araut] tere Bt afaagla srare aer ag vast feu fafea sea A oad 
at fafaera BOTT | 


(3) sat arg fatere fat atefs Afar sarea art] at aaa, wa 
a fasramy & far aa gs Fat ae Ta sah at fated wea a frac va ated 
Bl TAT ot, faa saalaar 2%, aca afar tt sofeafa 4, wa am fe 
ag Saat aa TaTieaa Al Ml Ha, Ga TAA Flare Tart F fanaa TOM 
ait Se Taal ST A Aetaee Harr Sa afafea sen we wa Aware 
sx fafaa aa afedt wait lac 08 afar Ata qex ak fag aa BT: 

Teg wet aaa sa oftax Afra wer z, wat atefa [ar sated aTaaT] 
fafatat ar ot at 2, set aaa sl Saat dra sar A fanaa Bea Wawa 
EMT : 


Teg agate setatefa larga ait ] we ware} TAA 
qqg 12%, Ft Gara STA aga a fans act st aoa faders sad Wal 
44, aafeafa, da ata ataqta cto fafaa ah ae Fel was 
al aal Hetaea eH Aaa aia ag ate =f at seTea SAT] «CAT 
¢ fe Joa GA Away Bae A wa aaa gaa FH awa zg, a 
TT | 


(4) fatters va fazer feo am aqa a1, aafeafa, UH ATT ATs 
Wa sa afar aT aterm faaa ag veal aad, Wie Waae Fl Shaw Tamm, 
an sam waa farafafad eae HOM, Ta :— 
(i) cH aa aoa st aed acer favros at ore ar farcran 
fear son ; 
(ii) gat @tag ga arora OOM atm, fret ane va atcfa 
ligt sara ara] & art a srrarfeat, afe are at, aferat sy 
73, AIT 


1. 1962 % afarfara do 21 AP aT 15 art ( 27-7-1964 @ ) 
mea: carta | 
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2(iii) frat at, wet fe ag frat marat, va safes FY, ate FTE eI, AAT 
faaar ara, vat ai wea fafefeeat art isa Hala THe FT 
7 & | | 
(5) wet arg frters art 22% avs (a) F oeite Te areas FEM 
@, Ai :— | 
(%) ae ag afafafeaa act far ge Maa A arare HoT fF Fe 
atefa far saraa arait] artis *oadel. a a feat FT 
seaua edhe aradl wx afe ag afafafeaa eta é fH ae 
atefa lar wares arait] war vectaa ael Fadl fal vad GE 
sari ofa men a ged sated stm, ar, anfeafe, oA 
ufiadra cere et arcedt & fru cdl areare HOT GAT Baas 
al 5 7 


(a) afe agaist l[arsavaq art | % cra aH afae Fa 
eaae aaraaa ara Aafrece Haar eae a ak vast 
UPA HARA AIA AST TT ; 


(1) feat atta * afer feu sd wefaaa sara stat fant ae 
@ feats afaafaa secaa war & fH afe a sre aisha 
Liat sera ara] Heart arer fear at aware at ae WIA 
ae aATaT st ar a fe afe Braet sear fear staat 2, vad 
qs HaelT BI MeT aT Iced Wetec HOT | 


21 (6) set are fates are 22 Ht soere (1) Fave (aT) F Fe... 
frelatacra, vfrect, ceca ar feet area aifaat cert a afmer axa 2 
ae ag qaraeattant a atrece a seat efaet za ak saat afieen & 
araeg A Sas BSN oT | 


24, safaaat wt Ta cara Ht THe Hea F fay Ares Flat Het Wis a Tata 
armtaat fafatara at arat at at TNs: seas Car aafaa, aT fast 0A ced 
at, faa are atefa 3[ at sevaq areal] fafataa at ot wt 2 or faee gaat 
fare fore cat oret @, deena FH oferw ares 2, fetes Ft ae ena 


1. 1962 % ofafaam Ho 21 HL aT 15 are ( 27-7-1964) a 
Wet CIT | 


2. 1964 * Mfafiay Fo 13 HT AT 16 ae Ge (iii) Fe K 
(i5-91964@ ) sfremfia | 


3. 1960 * afaftmy Ge 35 HY aT 6 aTT (16-3-196128 ) 
Wa Tat | 


—s . 
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ser ae aTafa *[at saved aradt], amfeat, fafitia el ST tat &@ at fara 
maa fart & faq wat’, swe Hs fae seam a ay eT a wag arm 
frat az tar eet & fare firdere arc wafer fear aT | 


25. Weert farrwet et fede: (1) acerd faster, fae 
Te at faserqo F fore feet abet [ar cara avait] FT WAT aT 23 at 
STAT (4) F melt Hor wars, fafer cer F dr afaat wow seater fas 
Sa TTT BT aT are frtere st afeea Fea | 

(2) samt soft ox farters va feats ates aft sa ante a, free 
vat frat ware, 2[ ate geet wf Ga safer a, ate ere at, fer ara, oo 
an ae fafafteat arr ise & mite wee at res] fea stm, wr det 
Tie BT TET Hae A feet afer F sara fle ort F fare afore ca | 

(3) BIS Sea, TT SH meaTT FH nite woah farses art serrata 
Fev ait oeafaa @ vat afer seat a aed ait, wk tar ara fears 
en aa oh fe se afer A, free agar fer wet a, 8[arge afer se fre 
ava, Tat aie wee faferfteat srer Lee % waite owe Ft we 2] fete stom 
aft at sat & aearea fea Smee frre at amare a frat ae aA 
Bart aly arlateat afar F ferewc afrafer + ax fear at fe az fae 
Bofrare Fare Tat HT are wear e | 

(4) Sa am % free fret ryt stow ar gaan faster aria atefe 
warraat F Tet tet war el, Set feet safer A acer fawkes at fore 
S ofrate Hare TR ST TAT ArT sor (3) F mila afrafad x 
fear @ Fel “aaa eae & aT oofearet reat oafraad F A fat at 
meat WK eafaterere ve atefe Afar ware areit] Faqy stat ara 23 
el Star (4) % site afsede F arer Aer fare mare seq sacha Ht ze 
a fara &fearw Prorat vet at ce oT favre eG ai sak chon 
wala alata satrereat freee are geet at gat oferta fates 
Ferré at ate tet forte sat afer cert a frearas ater ait | 
| (5) weatr atefa carrera arr stare (4) % mite at af aq 
at farero aT at oiarel ewer rf are dee fear arom Sar et arora 
fafese FT I 


11962% affirm Ho 21 START 15 BT (27-7-1964%) Fee: 
earitat | 

71964 # wfaftaa Ao 13 Hf MR 17 Brot wel F MA TK 
(15-9-1964) sfaeartret | 

Saat SY MTT 17 are UT Sat areret” qe} } ema 
(15-9-1964 @) sfererfta | 
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ag. aitefx ar caer ara F BAT HT a ofan sae faa ana 
aia: as At oafat TTT aTer FIT frat atefs [ar warat areat] FT fafea 
Afa a qatar HH are fafer Gia FHT TS AT fava fae aeHTT favaTs 
1 Gaz ar ae Tat TRS Br faeaTT HY ALATL fara are eeavatea FATE 
GTA HLA HT THAT FMT! 

faq. ga moma & seta A sitafira’t & fatrater, fans arte % fore errfed : 
sit as caaq ar ara Wie a fee AA aqfea get farafafad FT Wat -—— 


— (&) Pratt atefa eT —— 
(i) Sart 17 4% avs (a), ave (@), as (7), AVE (7), ars 
(a) argue (@) ¥ WIA feat TT atett WAaT ART 17 
(qa) % aedta, aafatad aaai ard & ; aT 
(ii) are 18 4 as (7) & wart qaraafead fafaara wat 
a feat ; 
fase fafratr wert, far aunt, famard Were A waa AT 
gafaa etm aT frafea or ag arerara a, fore safe UH ay 
yan a git feet aT aa at aa FT et AM STSAIT EMT ATX 
ania ot At eTat erm : 
qq ara, were fer am are fat fare areat 
far,up at AHA H ATUATA ar ave ofetita BLAH | 
ave (a) & fafare arate & fae fan aisfa at, sa wea aT 
azara Fare TT faeht fron B oraral FB feeds H sects F fears 
catantor ater, fase weer, fasard iste F cau aT cefera FT 
at faafea tat ag srerava &, forest safa dia ae ae aT at 
gant, araata & ara sat a avedta er | 
Sf opm. ga oar seared A srerera aati & Faferater, Fram wate $ fg 
afar at ae Raat ary aC AF fret oa aT art frat saTat 
area BT EA HOTT AT AeaT gare ame fret frre H staat FA fret FH sears A 
Paaora fatratr Heat, fast FAT, fanrrd wert A cam ar seis FUT AT 
feahea HUT ag ererara &, frast gafq Ua ad THAT staan AT WAM 4, 
Ft ata al BIT TH HT Sl AHA, gaaratal a, esata Ent | ‘ 
11962 8 afafawm Ho 21 FY OTT 15 BT (27-7-1964 a) 
Heat TAT | 
21964 & mfutrme Fo 18 HAT 18 AT ATT 27,8 SIT MK 
(15-9-1964 4) ofarearita | 
31962 % mfufiam do 21 4t BT 19 ET (27-7-1964 &) 
wea FATT | 


(a 


~uu’” 


69 


*[28. fafaatar arfe wt art gaz a way ® fora erfet : at até arc 
ISH RIA Hr sATT Hea Fz Hreraraa, feast gala oe ad aw at er 
ART, AT TAH, Aaa MT aw Brat ahr, waxar AAT A avedtg err i] 


29. weeret fareran st fede er fare & fq saat et & far 
mifet: a1 ety Fegta atafir gatrmrar arer ar aca faserae gret at 
7? Ta at fae sy findt fede arar cai fete feet sacr arsqaiy 
fret staf? [arsarea anett) faa 3% satera % faq eer ag aH 
UT, ATs at VT aH HT el aT, eved7 arr | 


*[ 30. Treaqactt sree} & fare emfer : 4[ (1) are frat CF aercre ar 
fagelg zr gx — . 
(*) Starr 27% avs (H) Fania wae 8 sa aues malt BIg 
*T ga:fagety err aa arerara a, feat aafiz aad a aya 
ett ferg ar ol cad | ae areal aan avediq an ate aa 
STM aay EAT :-— 
Teg aa, wade fer ort are fest fe are & 
faratad tay Fara er avs afataa ec aaar 
°(@) Sarr 27% ae (aq) Fade ag 2ca awe Fae ATT 
wIga: flees ser ae arerara a, fast gate *[ ae ] os 
el al aa ATTA a, waaT AAT A, caved am i] 


S[ (1m) st arg arcr 27 & ® aeita feet WIG FT fradte att ax sa 


ae F sat Gr: aes Str ag HreraTa A, fast gahiy at ag 
TH PAM, ATA A, Azar sat F, Sty EM 1 | 


1. 1964 #afafam Fo 13 Ft arr 19 @eT arer 2 
(15-9-1964) Sfacarfta | 
2. 1962 * afaftaH Ao 21 Ft art 15 amr (27-7-1964) &% 
wea earita 
3. {1955 % AfafaaA Ao 11 FT AIT 14 aT SIXT 
ataearitt | 
4. 1960 % Afaftaa Fo 35 Bl ATT 8 are sqery (a 
(16-3-1961 @) sfaearttea | 
5. 11964 % afafrae Fo 13 FT aT 20 arr Tt TY F eaTT Gz 
(15-9-1964 &) sfaearfra 
6 1962 % faire Ho 21 FY Lo 20 are (277-1964 &) 
areaeartta | 


8 Fart qx 


30 % cara gz 


) Fear ax 
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(2) At aie ART og ®ahalee** ocig aT faaais gia ox fae Aree 
 qefra wecie HT GA: fersats EM Ae FIAT a, sit 2[ za at | 
am Het HUT, ATTA BAIA SAT ey evesia EMT | 


31. afaeet  *[ (1) wet arg afar za AeAIT AT qedia aay ae 
fat fara & feet Ta sIAa a, wt ga fafa FATT ae fear are fafatate 
at, saat # far ga wea FH  AaTA fagers feat mate aal Sa arafa 
afar reed aTAT] FT KTH Sifarrah ararad A Sere EAT 2 afaecra err 
arc ate Tat saII— | 

(i) - feat cat ara fa % fafarier at aad F8T ART 17 FAVS (=), 
gus (a), ave (7), aS (4), aS (3) at ae (6) % WATT 
fereaT OTT ATT gyat art 17@ % seta aaah auett wat 
%; aT 

(ii) areris® ave (7) > ara carried fafa asf F 
caar frat wats fasta fafrate ar fea, at fawara ASTX 
a war arsetaa Het aT fare HT ATAT Sj 


at ca fatratt, far at faa A IAAT He STHLM Ol AMAT BWI BE TA 
gia, Tea AT AAS fara tat tufa weaface TT cat safe * saa a 
saat Ta, wihgat, ATT AT qa saen at afaeceia er | | 

6(2) STATRT (1) ¥ weafave SAAT Tk sfraa Tae sit feat ae = 
fa wat frat Gate Be ATA TK AT TAT TAT TAT IT Hear Tat areas 
at avatars al aaa al aTat & fe Fe safe at cares AIAa Aas sarferet 
at wat & saat 7[ fazat ort att at aqfataa siete ] at faeat ere aret 

1. 196441 afatraa Fo 13 SY AIT 20 Set set 28 “AT” Meat 

ix HHT FT 15-9-1964 TAT | 
mated FY ATE 20 stat “AT a” H cara Te Tfaearhad | 
1960 % AratarT Fo 35 Bl ANT 9 TXT 16-3196] a (a) 
sqarer ST a Tater | 
1962 % afatar Ao 21 FT AT 21 ae (27-7-1964 ®@) 
ara EATS | 
6. 1964 % AfaftaA xo 13 FT Bre 21 ste (15-9-1964 ®) 
atSt 
1960 % afatern do 35 aT eTT ogre waeafts seer (2) 
ar 1962 Mafatrat Fo 21 FY MTT 21 BT (27-7-1964 =) 


sfaeartt | 
1964 Bafafaat Fo 13 BT ATT 21 TU “faegy itera arate 


2” eat TX ( 15-3-1964 8 ) Sfaearfte | 
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TATT TAM stat sarfeafs cel alefe ar Tat saraa anak afiecita 
ent 1] 


‘[ 31s. acart fear et saat er aera: ayer 317 wrafase oral 
& feat ga wera BH sae aeart H vat faster aver Arafat a fafrator, fan 
a feat Barger F te sary ett Ga FX feat aa safer are Ataf 
a fafaaty, fart afar sarear Farreaé |] 


32. WITat Bt att: (1) Fa META H wedty Be alates fercrers 
au dfere fee ort & fear dfeae adi fear are 


(2) tfasdtafaete arcam at Safaese Bacar earareag qa wea 
Malt wedta ate ar fearon agt wor | 


(3) Ra wera AF weafase arg ara Peet oafea ar feet ta ara at 
art afau, a ga wet Afaars aITUM gaat @, feat aeq fafa # aata 
afaaiaa faarfta wea areft at anefh seat 


2[ 32%. fafarater arfa  afwatiaa wea at erates a afer: Tat za 
wot Bada featta araag F freer feat te eae ara fear ara 
ofasfaa 2 SY feat atsfa ar saraa araat ar fafaatar, waar sak 
faatmra saat oafarat aéf 2, fearon # atoaq feet aaa are 
aT att anata fer ae area c< a2 aareta at ara 2 fe tar fafaatar a 
afasat at sa waa earae Xai aa, as yfsrrafear 1898 (1898 
mt 5) Tare 351 Hy stare (1) 8 aratase feat ara H Mla gy AY, “array 
san fears Ce wraadt Stage amt saalears are 32 9 waite aiaataa 
afeqa feat waTat! | 


33. faa aara at Beata vente HY afer: 2 ( 1) ada ata<t ate F ATA 
TWAT BA F Wa AC Maws wera F afagqaa wa Ya Waa F 
wad, <t Wea s Stal BY Tara He F satsta H fae fara at 
THAT : 

reg aie Hetta ate a ag Ua athe cet oefeafaat Fare ass, fras 
qr fy ua 2 fe ats # ara ta Taam 4 fear fara war fara 
ara Rararcast afattias fear ar aaa, farg Cat aor x fata aar A 


1 1954 # ofafata qo 13 FY Are 22 ara (15-9-1964 ® ) 
Wea eATTS | 
2 galer rare 29aTer (15-9-1964%) weaearfta | 


8 1955 Hafafara do 11 FT are 15 are stare (a) wiacarfta | 
6—817 DGHS/77 
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H we ara agree ATS & Toast fea we We arta went faét ATTA 
GMa at, ware saa front Faated Farag He, fearx< Fett | | 


(2) qaurat wfea at anvea Tesfeaet smane fate far — 


(a) sttefady [ar saver armfaait] st oe aie festruot & fare 
TAMA HY ATTA HW aTeY GAT HL THT ; 


(q) atnrct fartoat a wend wit aden am fate at eae 
fafga Hx TAHT | 


(7) Fe wa HAA al TTA ae Tee arfasean en fafea F< 
aan fe ar are ashe t[ar sete araat] arse aafeet at 
& 

(a) tat aitar-afase aaa Fata y mana sl EaEat 
aréy fafar Het aaT ; 

*[ (aa) ATT 17a FH as (a) Hawt sataa va tat A fate 
HC THT GT Ui we Tata few fast wef a zt ot arafave 
al aa |; 

(=) wiafeat ay feet fafafeve sttefir oy stufeat & at 3[srar 
Tera Taga at feet fatafecs Toa antl ayaa ara- 
fuat sat] & faaare fafeatn a fav, fear feo ax faaor 
afar aqaftaat req, tat aqafteal & feu maeq sr Tet 
Tua fas sete Cat waaitrat ay ot wast wast 82H fac 
ward Mifare aicaae far ea wa fafea exaaz ; 


(a) sa tert ate earfrat ay ferrar 4[firareor, Ste ay ae eer ] 
arafaa ar saat erat ae aiefs adh eet ate ar mal 


eT foarrat waar areriaa ar saat arar Cat aitefe dl wah, 
fafafave Ht EAT 


1962 # afufirm eo 21 stare 14 are (27-7-1964 ®) 
wraearfte | 


1964 % aftfiam Ho 13 HY are 24 are (15+9-1964 &) 
meaeartae | 


1962 ¥ xfafiat do 21 sare 22 are (27-7-1964 %) 
WTI TT 


1955 % afafrm go 11 Ht} are 15 ara “front At TAA HU” 
# tata Tc a facarfite | 


ee 


73 


(6) Cal wat at fafea ax aaa, fore oe We EU Miafaat Hr THarr, 
Te aT faery F cats F fee ae ofan F faffea fer ot 
THM | 

(%) ae sift Ft waa fe fre fafafere sttafa ar siiafeal a aa 
Sfafiatr at ade ditman Haan Hat ont tea 
Uy ease TEST: Wal ETH Shag sone aa vad wate 
a aigfaat & at ar, sah -fafimion Fade oa fafiderz 
eTaTaa FIAT AT MAT Bt TMS % gaara Bava fea, 
frat WSSU at vest saat faatr sfefes ax agit ; 

(H) atefeat l[arsmesy mafia] a aaa, dat ax maa 
Ww dH ewe cade wd fafer ecaaa wixtal adi F seviea 
7 oH alae Mofaal a seq Naf al an fara, fas seize 
a Teste saat fawn wfafts Ht aay ; 

(St) Teat we atest 1[a sex aafeat] ox fae ane ar 
oar fafeafaa at rat, a me fafea ecada ay oa Baa 
WT at wait at ael gras ; 

(€) Ca feet fate cert & afaran saa a fafea ecaaa, at fet 
asf a fear ar cae om srafete fear om akai.ce feat 
aisfa ar, frat ae cama faa et ar 2, fafario, fare ar 
fared ASTM a waste sear faa gfafas acaea wx oA 
carat at fafafete staat, tga wea Ai asta | aarvar 
faaat erated faye ans mCT ; 

(3) 4e aif exc aan fe fat fafafece sista at edtaq denfie 
ara cay faett tee or areafas alafs Raat ar arate ax, 
frat tet aiafa seafase @, fafea difa Faewefng fear oe ; 


sd s cd RS % = ] 


9(e) fattest ay afeaat aix acer fafer exaataix ‘ag otefe 
ar aisfaat Har waar Tareq arAfwat arsaraa aAfwa ® 


+ 1962 % afafrry Ho 21 Ft are 14 Be (27-7-1964 qt) 
ara atte | 

2 1954 % afaftay He 13 STAT 24 aT (15-9-1964 ®) 
ave (3) sratt | 

° 1960 % afafira Ho 35 Bl ATR 10 BT (16-3-1961 &) 
ave (¢) & cara oe afaearita | 

‘ 11962% afafrra Ho 21%T aT 22 aret (27-7-1964 ¥) 
mrafaat ates ar Beara TX afaearfire | 
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ait] frame ataca tare a ad, TheTATe aT faaeaa far aerdta 
at afta, wre adedt er TaT arora fear aT THAT, fafafase 
CAAT ; 


(or) atardt fasaaat arardd art areft fevté % Tea, AIT ANAT 26 
> aite Teg afar afar aaa at tifa aie sat far 
aq ara fafer Ht aT ; 


Ua) gq seara ar aadta aware me fait fara 4 fears aq ATTAt 
at fafatase at aaa faa arara a are 314 ada afaeer FT 
aren fat Str THAT; att | 

(a) sa wena or asda vara aw frat a aa ar fare starat 
& feet fafafase staf ar aisfaat Hat [ar saraa aradt at 
gare arate Bat] Bl aadar waa oe aaa far stare 
aaa | 


af * * * * * * ] 


3335. wea wt (faa afer araafes at gata atafagt st ary 
aaa: gaatitza FT aq qaqa siafeara FY OST Fa wea Fl Fe 
aa (fag afaz) aqafen ar qarat atsfeat at ara detent | | 


1 1964 Safafaaa ao 13 HT ae 24g (15-9-1964 4) aE 
(a) & cara 7x stacarfea | 

1960 % afafram F035 are Weaeafta stare (3) FY 1964 
% afafrar to-13 HT MTA 24 are (15-9-1964 A ) aT! 


> 1964 % afafraa qo 13 Bl are 25 ater (1-2-1969 A) Aea:- 
TUT | 


—_— 


li geara 4% 
(fag afea) snqdfes al gaat siafadi & araz sary 
S3a. ENT aw RT MT iar: Te MENT Faq | ( fee afer) 
safes at qart stvfeat ay art ght | 


331. amafen whe qari wats aediet sage as: (1) a 
GHIT FT MENA F Far Ba Ha aaset mal ox Faq azar wx 
UST ATT BT TAT Bt HR few wiz ca mea ar sk elt aw gar 
Sal Blew far masa uss F afeLaal BU, MIX CH tae z 
at sad fafafeee at mu (snaafen six ama safe aaaiet aciz- 
Sit ats FETA ara +) UH AS alsa HoT 


(2) as frrfafad weet 8 frrax atm, waig — 
(i) earecq Far-neifaers, cea, 
(ii) sttwfa fadas, wa, oa, 
(ii) fear wea areaeet fafeen sefe amenz, oz, 
(iv) aexta alfa saiamien fers, eae, Gaz, 


(v) @et 334 sett aed farsae ar ge aro ew gar oF 
Safea ST Hea ALHTT are Afra Feat VAT, 


(vi) Sekt aeart are mafretea fear ma Ter ce dee fama, 
(vii) Sata aeart amet aAfrefare fear MA aa wa HISILaIAAT, 
(viii) Fata orice sae ofeag Racal FF Saha aea< az 


avafrafara fag art aie at ata, 

(ix) sere aoe sega aT Us frre A Saha aear< are aA. 
faafara feat sre , 

(x) gaa nefaa : a aeetiaar eaves ar us free at Rata 
AHlt aret aATafaafara feat sear, 


(xi) Petra aeart arer tafe fers far MA ne xt eafeer ferret (fire 
afer) aaqafen aI ama Nfs sein eS cae aT Nhat 
pit & farun-up afte err, 


(1) 1954 % afaftar to 13 BT are 26 are ( 1-2-1969) a: 
carta | 
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(xii) Fate aeare aren rahasfars Fare ore ares A eater forae (fae 
afea) wraates ate arn state corferst hs aaenfsat Fe 
Tae BT UHH safer Se | 
(3) Sta aanas Hep aca st gaat wera frqaa HOT | 
(4) aS RF arefaafaa acca ata sada ataa aren eat fag 
gaatafrardt & fre qa ett | 
(5) Fears oF aAat F aha cad ge ats, aaa wogia faa 
HA arat AC ata wher ate Ta are fal Ta Alet Ae HA-MM FT AATAT 
fafaafaa wea aret sifafaat gat aaa | 
(6) até afaet fearar & sta goat sah wea feu ar aa 
(7) attr acare frat safer at ats ar afaa faqad wot al ats 
a fae ca fatrata aicoa araiftae srs SUN Ta Bee ACH Aaa 
waa F 1 
333. (fag afgz) araafen ate cart atafaat & fasora fafaeain at 
afasa : sa ata & WT Fata arta Waals ussa a afeqaar 
arr ga fafa fara at are ate orfea tagq ar aqdt aie a fadt wT 
eqfes atafreat (faa afsr) araqafer agar atefa ar faaart fafrator — 
(a) fafea eareerpe afefeafaat Fadta aca B faara adt Her; 
(a) fafaa azaett arrettea Hagia Radia wea F fears wet 
HUT ; 
(1) 3a wera Foeta asst Har a as aqafta at adit F 
matt AC ata Hea F faara sal HOTT ; 
(1) ga car % fara a& sta faad tat tof at dard Faq 
vent aaa watt gat sfaa ST a wear at ase; 
($=) va car fara aa ator ford ga atafx qe gad aeaface 
aa easel at aat gat atecat weg fafalteqh ara fafeat at 
I Mat WIT eAT F; HK 
(4) <a wea ate aadta gare av feet fara BF suaral F Bf 
F Seastt A Agt Hear: 
TeY FF ATT Bale ara ststal ale gatal aca aat Shit W Tat 
aysiaat arfatratn act fafacaredta eafeaat Sod F far aad: 


TI ae att fh ave (F), (@) whe (7) MR TA THe, eS AT 
fagrat % sattt Shar feat Cat alahy HF fatea wal % aevdta ME cher 
q fafrat at ata vat ahi 


335. (fag alga) arqafcn cite qarat wtafrat & ferwa jerfa ox fda : 
SA Tes WT UsT aH aT wette wea FF afeqar arr 
“ga fafire fara at we, Pry safer cage arardt are A fdt oer afta 
aTu feat ta (fraafer) arafer arma asta Br, Aga areas H oer, 
award fafratar are faftfas atefa & fina @, fama aéf wer ar va 
fawart cere A vat cat ar afwaies aa ater waar farfea vat wear 


334. aca favawe: (1) Fata aca ar wet aan, waa 
usta H afgaar are, fafa aéarat arr Te eafeaat a, fires ag ota 
wradt g, Ca tat F faq grand fasarce faqer wet aa ta zanfeafa 
PAT FHT AT UST AHI aT Ges ATT TTT 


(2) srarer (1) F feat ara Hartge wt aa Heara acare ara 
Usa AHI st feat ca afrart ar at sah watt Aara Ht Er grsva 
ACHR Hl, feaw watt as Arr He Carat, Ga arafa Rat acarel favras 
eer a fraar FOr | 


335. fade: (1) Feta ate ar ust awa, waa wa F 
afagqaa art, fafga agarat air cal eafeaat at fag az ste aaadt gta 
aat & facfrtas faaaa at akat asd, aarfeafa, Hatta ata ar ws 
AHIR STRAT aT FIT | 

(2) whrat at fatete ararsaat BT aT aaa ate der fart Ga aT 
oat Pear ar awa, tar] a wi, wieatare ar fasdead fears oats Tat afeaat 
ait aaeat sr sata arwretat fear arama ca git ta fafer fac are 


(3) <a ate Haare fHat arca eafer at fdas faqaa aat fra 
agar faast feat atta a fafaator ar faar A ate facta feat 


(4) seaH faders aredta oz dfgar at aver 21 (1860 #t 45) AF 
H Ath ATH AAT Area ate Ta oefaat Hr araaa et a adaes srr faa 
faqat PU aril acarx za fara fatafece wth 


33H. ATR 22, 23, 24 AIT 25 F Blaeal HT aM grat: aa 22, 23, 
24 att 25 % Braea att azdta aaa au faan, afe ale al, 2a 
mea | ® 6m feat faders ott oacardtl favoe FH aera a 
Sueaqt  weqata fe sat arceat a “staf” & ofa fatat at ag a4 
feo wan fs 4 “(fazafst) araafen araardt ateta” & ofr free z, 
mraqmat aa at ay ate ta FT ste 4 H mata faqaa facets At TATU 


faraia % ArqT HAT Ble ZI 
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338. Sa mera & see w (fare afer) afew aie gare wtefeal & 
fafratu, far arfe & fae mfr: St FTE MT 33S aT AT 33s AT 
MW 33T SM AMT Ay AUT 24 HF IAAT AT Fa WeaTA e Hela TAT AT 
fedt from aq geada at ae arose &, faa vale diana oH FT zt 
eat, aT TH aT Tata RAT aT aT Slaw, Aas F weds ert | 


330. Wratdadt waz & fay afer : Ht HIE MT 334 ATA 33e A 
sila atoa arfae aaa Ie saa TUB ela ATIT aT Ia: fagers Er 
qe TUaTe &, faaat wale we mace TST VAM, AT AAT SF, STITH ez 
RIT TH ST ST ATT, Aaa stat F asta Sra | 


332. afer : wat are afar <a ae % aeta, faeae fear 
Ta 2 agi sa (fae afea) aaafes oT mat ative ar cere free 
Tad a yeorat gate wfsatta sr | 


338. aware fara st Traral St wT gat: aU 33e A aeafat 
sqaat fear ga seme & stare feel acardt fama ara fed ( fas 
afer) maqafes arama wiefs & fara fatenin, fara a faaen & 
aay A Vea eA aT sla wa A few ga aft sracal wef fears 
fafanto, fare op faatn Faraa A arT WMae | 


333. WIT ost dat: (1) fa Tea F aie BE afeahes 
frtters ara afeaa feu ot & feare adi farce! 


(2) Sfaset afeee arcae at & afeece Soares amas wz 
TET Hala Wedla wT sr faarar adi Hor | 


333. faam aaa at Serta acere St afer: (1) sata atart aie 
TAT THAT Ft F Ta wt masala use 4 afsgear ero 


qa Tare Boe, ka weae H otal A wat HW H sate F far 
fra qart aanit : 


Teg afe Fate atert st ae caer fa tat ofefeafaat Ger at as 
& fae arama et wr sf ats Harte coat F fear fro am far 
ae at ae Fara tond afedfea fear ot aaer, frg teem F foe 
TAT Mt HEAT Faracals STaat fe me wr sala genx fee 
at Ue geal ot, Wats ota fant B aelea Baraca TA, fare soM 1 


(2) gamit afta at ertear ox safes ete se faarte fore — 


(s) (faa afer) snqafer “oo ont staf at ome ak fasten 
faq catrererat st eatar Rares Soar HC TST ; 
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(@) atarett faraway at agar wit aden ae faderay ait agar 
fafer FX Tq ; 

(%) Fe maar Ht F a oA are Tee aT fae Bq fafea 
eX aa fe war feet (fae afer ) aaafce or qart alata 
TX Fa AUTsT H) A AT sr Haat amr eer 2 (eae saa sralere 
lar areafaa @ ; 

(a) feet vert ay fate cert Heqae fafifeee ax agit; 

( 


&) (fae afer) srqafer om aardt stafadt a feed fafantor 
% fr saaftadl & wes, det wiafaa afar sted ar Tes 
jad fra get tat wasfaat pe chases 
farm amet siftaret wiz saa fa eq hla fafer ax nat 

(a) Ta at we ( faa afer ) maafes aaa wifey ox ter 
wart st atlet fafaafna exc aaa aia aa fate wx ae 
a Ue Saal F A awit a adi A aa: 

(5) Get wat atfafer ax aai fare seria ( fae afea )'oa 
dfes ar qari sisfadi ataden, eq a fata & yaiga 
% far ats ofenu @ fafafaa fer or aia; wiz 


(a) (ate ara faea fafer ac aat at ga gene Faia fafea fae 
Stat gat fear se | 


33. SUH Agel wt amMfaa swt wet nfl: aefia azz, za 
mea BATT FH far san gaget WF ofeada ar sega amen ae & 
TIA SAH TMT Mi sarew Rack maa si ha wae waa Fl 
Gam masa usw 4 sfaqear gu Fax aat gt afeean Tusa 
At Ta Sta wAET qatar ama ate NVaAr | 


1/ qeaTa 5 
THT 
213, gga] Famer BA wt erfer : Seater AeaTE fra TST TEATT ay te fram @ 
gait G2 ga afatiaa # aT aadta are ae feet frre ar arem staat 
FR feat a va Usa a fasnea wer H fre Betta aaTT aT TAM 
Tata att] 

34. weafaat grat wre: (1) afe ga afataan & gata ate wT faa 
eradt grerfRat waratat sata aatfer Sve wre F far ort a AAT SA 
aradt FH SICEIX Ba arara H faa sa HeTAT Hr ALATA aix san fa Sater 
ar atc ara at ae eeadt ay sa aT F TTT aaa AUT Aa TeTaT< 
qa fag ardarat fat a atcafesa far art a ATT ait: 

TST sa TTA Bra ara frat ca salsa Ft ave ATA at TATA 
afe ag ae afar at e Ge pice Saat TraTHTS we fear fear vata ar Sar 
Gar area fear ara frafea wes fat aa sey aeaT aearay | 

(2) woarer (1) a faet ara at ee AT, Tet da afafara F walt 
are arte feat weqat arerfRar warel qarag arfaa athe ag wT Herat 
frat Patan, caran, afaa ar ara afer at aeaia ar atara stat & fear 
mar & ar Sea PHT TIeTT HTT Sa ATAT TT AHA &, Te Car fata, Taras, 
afag area afar AY Sa aT STA AAT AAT aM AeTAt ATA 
face araardt fee oe wixefees feta aT Mat eh |! 

eq HCN— Sa ATA -H TAtsAT FH fT — 

(=) “aertt” a arg fafa faara afeta g At eat wad FA 
aranfteqt at waa AT Ss 5 TIT 

(a) SH Hara A “fates” asa Ga ar Ariat alas eI 

4 gam. acmret faera ater MTT : Tet AEATT 4 aT ENT 4 HH TATA 

(1) 1955 Safafeaa Ho 11 Ft MTT (16 BIT 34) sfaeatta | 

(2) 1960 % afafaam to 37 BT ATT 17 are ( 163-1961 a) Wa: 
cata | 

(8) 1964 Bafafera do 13 SV ATM 27aTT ( 15-9-1964 ) AT 
35% Ht ara 33m FH eT a Geaeafaa fear war 


(4) 1964 % afafrrt go 13 Ft ae 28 aT ( 15-9-1969 & ) 
Waa | 
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Aefeal % fafantor, fae ar feat ar wares Pedle acETt ara fafaface 
Fear war aratat Gar ate srfirerdt fafafase vet & agi va faa ar cere 
Sa ATTA Hr VAY AAA sa Ta aetarxe aaa favs srdarét feo oy 
ak ates fer ma aT ait eer: 


TY TTI Bl aHry ara feat Ty orfearet ar aafer a aarfeafa wears 
4aT weart 4e Haft SS Ha adh aarUat gfe Car orfemd ar aafaa 
ag afar ate fe arog saat arataret % faa fear mar ar aree sorfraret 
ar safer TUR ate ar fear ara frarfta aor} faw aa Aras ACTLaT ata 
at 1] 


35. 8a afafraa & meta ofa asta wr wera: (1) af a 
saita Sa afafeaa % aata Peet ataa ar faede dar 2 at sa wane 
& faq fra aaa dtafafe ait & ag fafegt err fe ag aacedt ® ara, 
frare ear, area forrer ag fradta ear? six afta at, at sacx ame 
we % Ue arfta Hoga gece anal F ak Get aa dfa x sarfaa 
SUT tet ag eararaa fafers wT 


(2) Ua sr Seay asfafeaarag ad arate ana aT aia 
Ufa & age at fase Fad agai TAZ 


36. atat wiftaat afatitta eta at afaee at afta: we oft 
Higtr, 1898 (1898 et 5) F feat art FAA |e at, 1 *#**] fet Sasa 
nftege ar fat saa ad & afaete % fare ag fat ar fe ag sa afafrarr 
are Mtlawt we At ses orfta Ht TT gaa afeat a seta 1 ****) saat 
wiaaat & afar at 


37. amas Bt ag aitars % fav ofan : Hts Mt are, afta aT 
aq falas aaa feat tt tat aa ® at & sa afatran ® aa 
aTAaH Bl TZ star staat far arafaa at feat Paea ¥ face a 


grit 1] 


°[38. faaat ataae % aaa car wat: za afufa ® ola aaa 
74; weaR fata, aa wa * Tar Tat Ula, AAG BW TaH Aer 


—<—$§ 


(1) aatat at ater 29 ater ( 15-9-19644) ata 32 a wet ate 
Wal FT AT | 

(2) 1964 % afaftra Fo 13 FF are 30 are ( 15-9-1964 @ ) 
wea ears | | 
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ar ar ai wat wend at sie fr ae fra at SATAT STAT ATER AT ATTA, 
qarfeata, ae from, & warafer eT F A seat er aT saa Fs a 
gure term, fad ee Tat fa Car Hrs GUAT AT ATF ATH ca fran % nels 
aaa at as fret ara at faferateray Te afTEA sara sta fam ent! 


TTT ATTAT 1-2- 


' [Tae waqat] 
(aTet 3% Bfaq) 
%—— (feta afer) arafce sonst 


—— 
PHA Te BT ATA FAT Gee aT ATA 
ale 

1 aha aeagA 26 The at aye 

2 3 THM 27 TH Sather 

3 art fires 28 aeraart 

4 Welt gaz 29 watt fafa cay 
5 Wert aye 30 aaa fafa aA 
6 Haas aegH 31 @mat agar 

7 Was THT 32 faa aasa afore 
8 aITas 7g 33 fra amt agg 

9 usa wah 34 Oia afer 

10 ART FIST TATTT 35 4a fararafir 

11 Aa Tare 36 4am meq fay 

12 Faq fiz carat 37 dan fafren ax 

13 aw afer 38 4a tar 

14 WH 39 area usitga 

15 %s frag 40 40 warae 

16 Sot qiaa tara 41 aM axfirer 

17 frde warez 42 am farqrafr 

18 Taz 43 Fat afear 

19 WUT GAY 44 ae afar 

20 WW ayaa | 45 faraara farce 

21 Tada ar fra sat ang 46 fare fafa 

22 tractor 47 aaa faearafir 

23 Tran arn 48 afara fararafr 

24 TH aT Tart 19 WGAT- TATA 

25 Tan aug 50 aNtet aag 

0 Ee 7 
(*) 1964 % afifrrm qo 13 Ht ae 31 art aE oreafire | 


19698 Ate fac TATA 15-9-1964 aga | 
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gers aT ATA 


eee 


51 ~ataa 
52 caaTTptae 


55 faaaa fated 

56 aac ae hat 

57 aalart wears ( 300) 
58 amr (700) 

59 sracatet ( 500). 

G0 BTeAAt THEFT 400 
61 aeat aay 

62 anfeart ETL (300) 
63 smfedat (1500) 

64 BIC 

65 wMfeq ae frt ( 80) 

66 Meat KA THAT 
67 afeat Het (300) 
68 arcarata ae FISH 

69 amfeaat ( 600) 


53 ware 
54 am a 


70 AURAL HA PATH 
71 18 fast aT Fart ala 


v4 suferax aq arery (1500) 
75 aa atet 

76 fatace <r ( wt) THA 
77 arate a) 


79 pea erry 

go smfeqax vat fafa 
g1 aft afae (151) 
g2 aufeaat areata (600) 
83 afacda Tay 


e—aarat (fae) sorte 


1 WUE HIT 
2 Haat HAlT 
3 wtlalald AMA 
4 Fast SA AAUT 
5 Wa Healalt 
6 SIs HAT Fo 2 


7 weet Bele 

g fragt analt 
9 aad sa Tacle 
10 fatal Sa GaIET 
11 Ware Waals 
12 Fawat Arona 


ee 
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facile arpa) 


¥ dere aT area feta atefira sit ately. wat AT MET qx fafer ttf F 


cet ste faat & firs a TIT HAT at daze} at 
Gat aa te aq arte St. fate 
fee oe | 
2. TarTaa set, ater afer, TEMA MAS GT aaa 
STS, etleaea Celt atx ufc wevesta, edra, drop gtdieqe, 
% STF Tet Teret AIR Sa ya ae A Wittaa ara wie 
GA TANTS | afar, Falitet 2x Maat F GF 
afafeat are 3% fata fire 
aT | 
3. fterfaa, eifa ak sen sere | SECA TARE Hx avatar 


tierra ded, ae Ff WA- 
viet arte aK aa, sarhast 
at Waa % ce afefer max 
ae fetes fare arg 
4. (aaa faa) Ce cart at arma da mae oT fate fare ore | 

me et carat at faett feat ay 

TATE He a fore arerhize z ar Gz 

Tes segat at atet at st waeTt 

ATTA UT Gar at x ave 

wet fre rae fee ate area 

arate Z| 

'l4—— etfaatafas atefiz 

(#) arate gheitifen sas ate edhe stiniafer dua aT F 


afer fora ater aero a fafaface ager, wear 
—.$— ens iis OT, ae 
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(qq) dat ater str atrectta eta 
gta aaaary a afeaiea 
ai gta 
arteat at gages faTsA F 
Afrnifrs ATTTTT A 
aia attra fae ATAATT H 
afeafad é | 

(a) cat STA TY ATTA AT ATTA 
area AAPA AT FATReS FAAT- 
sa ® Afrardfas VITA 
aT et SAA TH ATTTTT 
af afeatad sal g | 


2[ s—aa ate terat 


TA ATAHTT F ACHAT, 


or eee 


ae aad F Va ara F AMT 
sitc war fated FIR AA ATA | 
faa AIT - 
> fau fafatace agra, Tea AT 
‘arrqa at TR 2, va aq, 
at Ye a FA AAA i 
armas ax aafafer ate 74 
AIAh | 


og x aaa 1 falas Ofe F aTAT 


qeat at qatar Gal AT Ha 
acart art aarfafed +e AA 


ATAh | 


(a) aredta giqaart a& at ga Teal, Tas ait uf ® Aas, T 


arafaat | 


(a) sitefaat a arate ates 
are a aet dt 1g & freg frat 
gen tah feat aivaaly 4 
at TE | 


——————————— 


qeana qd WIG ATTAHTT F 
depen a fafatare ar Ta 
ga aan aa fafed feu aT | 
gfe aafaat at Testa, Yaa 
ar wfer Faas TAT V4 


eardia ase ay F Gea 4 


fafatase acl @ faq aa 
qaadt Meat HTTTHTT H AEH OT 
q fafafese F MN Tealt, Waal 
sic fet FAAS TAT AY ATR 
siggy F sa data = Jaa! 
dency a fet mes, Ta Ta Wea 


ara eit aa fafet fee sre | 


qeara, Taat WIC ale H ATA, wT 


fed aea tH aaAT wT Va 
maga ATMAT FH AeHCT F FA 
avafaat & fan fafafese & AIK Ta 


wea ATH a fafa feu set | afe 
aafeat at tear, wear wk 
att % AH aAHT Waa va 
meaae Meare F gear F 
fafaface agt & freq aera qa- 
aa denen Ff fafaiace J att agara, 
Tan are wa s aaa ey sa 
w) Tt wtHla awa a va 
Tet Gad dene F far ae z, 
Ta Ca Wa ar alt AB fatea 
Fan aT | 
1. ATATRT Hat FAR Ho 820 feAiH 24-6-1978 Zier Hed: Farha area F 
UH Ta ATT 2GVS 3(2),Fe 14711 


2, Tat BTA FAA AIIM Fo 835 fearw 18-8-1973, ate ® asa 
art 2 as 3(1) are shreariaa | 
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THE DRUGS AND COSMETICS 
RULES, 1945 


(Under the Drugs and Cosmetics Act, 1940) 


89-90 


DEPARTMENT OF HEALTH 
NOTIFICATION 
New Delhi, the 21st Deeember 1945 


_ No. F. 28-10/45-H(1).—In exercise of the powers conferred by See- 
tions 6(2), 12 and 33 of the Drugs and Cosmetics Act, 1940 (XXIII of 
1940) the Central Government is pleased to make the following Rules :— 


RULES 
PART I—PRELIMINARY 


1. Short title, extent and commeneement.—(1) These Rules may be 
called the Drugs and Cosmetics Rules, 1945. 


**(2) They extend to the whole of India. 


2. Definitions—In these Rules, unless there is anything repugnant in 
the subject or context— 


(a) “the Act” means the Drugs and Cosmetics Act, 1940 (XXIII 
of 1940) as amended from time to time; 


@(b) 


(c) “Direetor” means the Direetor of the Central Drugs Labo- 
ratory; 
(d) “Form” means a form set forth in Schedule A; 


“(dd) Homoeopathic medicines include any drug which is recorded 
in Homoeopathic provings or therapeutic efficacy of which 
has been established through long clinical experience as record- 
ed in authoritative Homoeopathic literature of India and abroad 
and which is prepared according to the techniques of Homoeo- 
pathic pharmacy and covers combination of ingredients of such 
Homoeopathic medicines but does not include a medicine 
which is administered by parenteral route. 


(e) “Laboratory” means the Central Drugs Laboratory; 
y(¢ee) Registered Medical Practitioner means a person— 


(i) holding a qualification granted by an authority specified 
or notified under section 3 of the Indian Medical Degrees 
Act, 1916 (7 of 1916), or specified in the Schedules to 
the Indian Medical Council Act, 1956 (102 of 1956); or 


*Added under Government of India Notification No. F. 1-59/68-D, dated 19th Nov. 
1969. 

tAdded by Government of India, Notification No. F. 1-22/59-D, dated 9th April, 
960. 


**Amended by G.S.R.358 dated 15-3-1975 (Govt. of India Notification No. 
X 11011/3/72-D & MS dated 5-3-1975). 


@ Deleted under GSR No.....19............ Re 7-1-78....(Govt. of India 
Notification No. X. 11013/1/77-D & MS dated 15-12-1977. 
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(ii) registered or eligible for registration in a medical 
register of a State meant for the registration of per- 
sons practising the modern scientific system of medi- 
cine **excluding the Homoeopathic system of medicine; or 


(iii) registered in a medical register,** other than a register for 
the registration of Homoeopathic practitioner, of a State, 
who although not falling within sub-clause (i) Of 
sub-clause (ii) is declared by a general or special order 
made by the State Government in this behalf as a person 
practising the modern scientific system of medicine for the 
purposes of this Act; or 


(iv) registered or eligible for registration in the register of 
dentists for a State under the Dentists Act, 1948 (16 
of 1948); or 


(v) who is engaged in the practice of veterinary medicine 
and who possesses qualifications approved by the State 
Government. 


*(f) ‘retail sale? means a sale other than a sale by way of 
wholesale dealing; 


+(g) ‘sale by way of wholesale dealing’ means sale to a person for 
the purpose of selling again and includes sale to a hospital, dis- 
pensary, medical, educational or research institution. 


t(h) “Schedule” means a Schedule to these Rules. 


+(i) State Government in. relation to a Union Territory means the 
Administrator thereof. 


(j) gegen substance’ means a substance specified in Schedule 


PART II—THE CENTRAL Drucs LABORATORY 
3. Functions.—It shall be the function of the Laboratory— 
(i) to analyse or test such samples of drugs as may be sent to 


it under sub-section (2) of Section 11, or under sub-section 
(4) of Section 25 of the Act; 


7 (@) 


*Amended or added under Government of India Notification No. F. 1-3/51-DS., 
Dated 15th October, 1954. 


+Amended or omitted by Government of India Notification No. F-1-16/57-D, dated 
{5th June, 1957. 


tAmended by Government of India Notification No. F. 28-10/45-H (1), dat 
31st March 1957. — (1), dated 


**Amended by S. O. No. 2139 dated 12-8-1972 (Govt.of India Notificatio 
No. X.11014/12/72-D, dated the Sth June, 1972). as 
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(iii) to carry out such other duties as may be entrusted to it by 
the Central Government or, with the permission of the 
Central Government, by a State Government after consultatiom 
with the Drugs Technical Advisory Board, 


*3A(/) The functions of the Laboratory in respect of the following 
drugs or classes of drugs shall be carried out at the Central Research Insti- 
tute, Kasauli, and the functions of the Director in respect of the said 
drugs or classes of drugs shall be exercised by the Director of the said 
Institute :— 

(1) Sera 

(2) Solution of serum proteins intended for injection 

(3) Vaccines 

(4) Toxins 

(5) Antigens 

(6) Anti-toxins 

(7) Sterilized surgical ligature and sterilized surgical suture. 
(S) Bacteriophages. 

*+(2) The functions of the Laboratory in respect of the following drugs 
or classes of drugs shall be carried out at the Indian Veterinary Research 
Institute, Izatnagar or Mukteshwar and the functions of the Director in 


respect of the said drugs or classes of drugs shall be exercised by _ the 
Director of either of the said institutes. 


(1) Anti-sera for veterinary use. 

(2) Vaccines for veterinary use. 

(3) Toxoids for veterinary use. 

(4) Diagnostic Antigens for veterinary use. 


**(3) The functions of the laboratory in respect of condoms shall be 
carried out at the Central Indian Pharmacopoeia Laboratory, Ghaziabad, 
and the functions of the Director in respect of the said condoms shall be 
exercised by the Director of the said Laboratory. 


@(4) The functions of the Laboratory in respect of the following drugs, 
shall be carried out at the National Institute af Communicable Diseases, 
Delhi and the functions of the Director in respect of the said drug shall 
be performed by the Deputy Director of the said Institute :—Oral Polio- 
myelitis Vaccine. 


*A mended by Government of India Notification No. F. 4-1/60-D, dated 15th May, 
1961. 
tAmended by Govt.of India, Ministry of Health,F P&W.H. & U.D. Notifi- 

cation No. F.-1-6/62-D, dated the 2nd July, 1969. 

**Amended by S.O. No. 2139 dated 12-8-1972 (Govt. of India Notification 
No. X. 11014/12/72-D, dated the 5th June, 1972). 

@Added by G.S.R.No.2655 dated 18-11-1975 (Govt. of India Notificatiom 
No. X. 11014/2/74-D&MS dated 25th October, 1975). 
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(5) The functions of the Laboratory in respect of the following drug 
shall be carried out at the Laboratory of the Serologist and Chemical Exa- 
miner to the Government of India, Calcutta and the functions of the Direc- 
tor in respect of the said drug shall be performed by the Serologist and 
Chemical Examiner of the said Laboratory :— 


VDRL Antigen. 


4. Despatch of samples for test or analysis—(1) Samples for test 
or analysis under sub-section (4) of Section 25 of the Act shall be sent 
by registered post in a sealed packet, enclosed, together with a memoran- 
dum in Form 1, in an outer cover addressed to the Director. 


(2) The packet as well as the outer cover, shall be marked with a 
distinguishing number. 


(3) A copy of the memorandum in Form 1 and a specimen impression 
of the seal used to seal the packet shall be sent separately by registered 
post to the Director. 


5. Recording of condition of sedls—On receipt of the packet, it shall 
be opened by an officer authorised in writing in that behalf by the Director 
who shall record the condition of the seal on the packet. 


6. Report of result of test or analysis.—After test or analysis the result 
of the test or analysis, together with full protocols of the tests applied, shall 
be supplied forthwith to the sender in Form 2. 


7. Fees.—The fees for test and analysis shall be those specified in Sche- 
dule B. 


8. Signature of certificates.—Certificates issued under these Rules by 
the Laboratory shall be signed by the Director or by an officer authorised 
by the Central Government by notification in the official Gazette to sign 
such certificates. 


*PART III (Rules 9 to 20) 


PART IV—IMPORT 
21. In this Part— 


(a) “import licence” means a licence in Form 10 te import drugs 
specified in Schedules C and C(1); 


(b) “licensing authority” means the authority appointed by the 
Central Government to perform the duties of the licensing 
authority under these Rules and includes any person to whom 


the powers of a licensing authority may be delegated under 
Rule 22; 


(c) “licence for exam*mation, test or analysis” means a licence in 
Form 11 to import small quantities of drugs the import of 


which is otherwise prohibited, for the purpose of examination, 
test or analysis. 


— Government of India Notification No. F. 1-16/57-D, dated 15th June, 
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22. The licensing authority may with the approval of the Central Go- 
vernment by an order in writing delegate the power to sign licences and 
such other powers as may be specified in the order to any other person 
under his control. 


23. Import licences.—An import licence shall be required for the 
import of any biological or other special product specified in Schedules C 
or C(/). 


724. Form and manner of application—(1) An application for an 
import licence shall be made to the licensing authority in Form § by 
the manufacturer’s agent in India, and shall be accompanied by a fee of 
rupees fifty and by an undertaking in Form 9 signed by or on behalf of the 
manufacturer : 


Provided that in the case of subsequent applications by the same im- 
porter for import licence for products manufactured by the same manufac- 
turer, the fee to accompany each such application shall be rupees fifteen. 


7(2) A fee of rupees twelve and fifty paise shall be paid for a duplicate 
copy of a licence issued under this Rule, if the original is defaced, damaged 


or lost. 


25. Licences for import of drugs manufactured by one manufacturer— 
(7) A single application may be made, and a single licence may be issued, 
in respect of the import of more than one drug or class; of drugs manu- 


factured by the same manufacturer : : 


*Provided that the drugs or classes of drugs are manufactured at one 
factory or more than one factory functioning conjointly as a single manu- 
facturing unit; 


Provided further that if a single manufacturer has two or more factories 
situated in different places manufacturing the same or different drugs a 
separate licence shall be required in respect of the drugs manufactured 
by each such factory. 

t (2) 

- 225A. Condition to be satisfied before a licence in Form 10 is granted.— 
A licence in Form 10 for the import of biological and other special pro- 
ducts specified in Schedules C and C(/) shall not be granted unless the 
licensing authority is satisfied that the premises where the imported sub- 
stances will be stocked by the importer are equipped with proper storage 
accommodation for preserving the properties of drugs to which the licence 
applies. 


+Added or omitted under Government of India Notification No. F. 1-16/57-D, dated 


15th June, 1957. 
*Added under Government of India Notification No. F. 1-19/48-D, dated 


27th October, 1949, 
tAdded under Government of India Notification No. F. 1-9/52-D, dated 3rd 


November, 1958. 
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26. Conditions of import licence.—An import licence shall be subject 
to the following conditions : 


(i) the manufacturer shall at all times observe the. undertaking 


(i) 


(iii) 


given by him or on his behalf in Form 9; 


the licensee shall allow any Inspector authorized by the licens- 
ing authority in that behalf to enter with or without notice any 
premises where the imported substance is stocked, to inspect 
the means, if any, employed. for testing the substance and. 
to take samples; 


the licensee shall on request furnish to the licensing authority 
from every batch of each substance or from such batch or 
batches as the licensing authority may from time to time specify 
a sample of such amount as the licensing authority may consi- 
der adequate for any examination required to be made, and the 
licensee shall, if so required, furnish full protocols of the tests, 
if any, which have been applied; 


(iv) if the licensing authority so directs the licensee shall not sell or 


(vy) 


(v1) 


offer for sale any batch in respect of which a sample is oF 
protocols are furnished under the last preceding subrule until a 
certificate authorizing the sale of the batch has been issued to 
him by or on behalf of the licensing authority; 


the licensee shall, on being informed by the licensing authority 
that any part of any batch of the substance has been found by 
the licensing authority not to conform with the standards of 
strength, quality and purity prescribed by Chapter Ill of 
the Act, or the Rules thereunder and on being directed so to 
do withdraw the remainder of that batch from sale and, so far 
as may in the particular circumstances of the case be practic- 
able, recall the issues already made from that batch; 


the licensee shall maintain a record of all sales by him of 
substances for the import of which a licence is required, show- 


ing particulars of the substance and of the person to whom 


sold and such further particulars, if any, as the licensing 
authority may specify and such record shall be open to the 
inspection of any Inspector authorised in that behalf by the 
licensing authority; 


(vii) the licensee shall comply will such further requirements, if 


any, applicable to the holders of import licences, as may be 
specified in any Rules, subsequently made under Chapter III 
of the Act and of which the licensing authority has given to 
him not less than four months’ notice. 


ahs Grant of import licence.—On receipt of an application for an import 

licence in the form and manner prescribed in Rule 24, the licensing autho- 
rity shall, on being satisfied that, if granted, the conditions of the licence 
will be observed, issue an import licence in Form 10. 
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*28. Duration of import licence.—A licence, unless, it is sooner 
suspended or cancelled, shall be valid up to the 31st December of the year 
following the year in which it is granted. 


Provided that if application for a fresh licence is made three months 
before the expiry of the existing licence the current licence shall be deemed 
to continue in force until orders are passed on the application. 


29. Suspension and cancellation of import licence.—lf the manufacturer 
or licensee fails to comply with any of the conditions of an import licence, 
the licensing authority may after giving the manufacturer or licensee an 
Opportunity to show cause why such an order should not be passed, by 
an order in writing stating the reasons therefor, suspend or cancel it for 
such period as it thinks fit, either wholly or in respect of some of the 
substances to which it relates : 


Provided that a person who is aggrieved by the suspension or cancella- 
tion of his licence may, within three months of the date of the order. appeal 
to the district judge of the district in which the right of appeal accrues or 
if there is no district judge of that district such judicial officer as the Central . 


Government may appoint in this behalf, having jurisdiction whose decision 
shall be final. 


30. Prohibition of import after expiry of potency.—No biological or other 
special product specified in Schedule C or C(1) shall be imported after the 
date shown on the label, wrapper or container of the drug as the date up to 
which the drug may be expected to retain a potency not less than, or not to 
acquire a toxicity greater than, that required, or as the case may be, permitted 
by the prescribed test. 


730A. (1) No new drug shall be imported except under and in accor- 
dance with the permission in writing of the licensing authority. 


(2) The importer of a new drug when applying for permission shall 
produce before the licensing authority all documentary and other evidence, 
relating to its standards of quality, purity and streneth and such other in- 
formation as may be required by the licensing authority including the results 
of therapeutic trials carried out with it. 


Explanation.—For the purposes of this rule, “new drug” means a drug 
the composition of which is such that the drug is not generally recognised 
among experts as safe for use under the conditions recommended or 
suggested in the label thereof and includes any drug the composition of 
which is such that the drugs, as a result of investigations for determining its. 
safety for use under such conditions, is so recognised, but which has not, 
otherwise than during the course of such investigations, been used to any 
large extent or for any appreciable length of time under the said conditions. 


*Amended by Government of India Notification No. F. 1-10/62-D, dated 19th April, 
1964. 7 
tAcdded under Government of India Notification No. F. 1-30/48-D, dated 14th April 
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30AA. Import of New Homoeopathic medicines— 


(1) No New Homoeopathic medicine shall be imported except 
under and in accordance with the permission in writing of the 
Licensing Authority. 


(2) The importer of a New Homoeopathic medicine when applying 
for permission shall produce before the Licensing Authority 
such documentary and other evidence as may be required by 
the Licensing Authority for assessing the therapeutic efficacy- 
of the medicine including the minimum provings carried out 
with it. 


Explanation.—For the purpose of this rule, ‘New Homoeopathic medi- 
cine’ means a Homoeopathic medicine which is not specified in the Homoeco- 
pathic Pharmacopoeias of the United States or the United Kingdom** or 
the German Homoeopathic Pharmacopoeia or which is not recognised in 
authoritative Homoeopathic literature as efficacious under the conditions 
recommended. 


+30-B. Prohibition of import of certain drugs.——No drug, the manufac- 
ture, sale or distribution of which is prohibited in the country of origin, 
shall be imported under the same name or under any other name except 
for the purpose of examination, test or analysis. 


31. Standard for certain imported drugs.—No biological or other special 
products specified in Schedule C or C(J) shall be imported unless it com- 
plics with the standard of strength, quality and purity, if any, specified in 
Schedule F, and the tests prescribed in that Schedule shall be applicable 


for determining whether any such imported drug complies with the said 
standards : 


@Provided that in the case of biological and other special products 
intended for veterinary use the standards of strength, quality and purity, if, 
any, shall-be those that are specified in Schedule F(1) and the tests pres- 
cribed in that Schedule shall be applicable for determining whether any 
such imported drug complies with the said standards and where no stan- 
dards are specified in Schedule F(1) for any veterinary drug, the standards 
for such drug shall be those specified in the current edition, for the time 
being in force, of the British Veterinary Codex. 


@@32. Packing and labelling of imported drugs—No drug shall be 
imported unless it is packed and labelled in conformity with the rules — in 
Parts [IX and X and Schedule F and further conform to the standards laid 
down in Part XII provided that in the case of drugs intended for veterinary 


use, the packing and labelling shall conform to the rules in Parts IX and X 
and Schedule F(1). 


+Amended under Government of India Notification No. F. 1-45 
4th January, 1951. 


**A dded under Government of India Notification No. 1-14/68-D, dt. 26-10-1968. 


@Added under Govt. of India, Ministry of Health, F. P. & W. H. & U.D. Notifi- 
cation No. F. 1-6/62-D, dated 2-7-1969. 


@@Amended by Govt. of India, Ministry of Health, F .P. & W.H. & U. D. 
Notfication No. F. 1-6/62-D. dated 2-7-1969. 
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*32-A. Packing and Labelling of Homoeopathic medicine. 


Nc Homoeopathic medicine shall be imported unless it is packed and 
labelled in conformity with the rules in Part IX-A. 


33. Import of drugs for examination, test or analysis.—Small quantities 
of drugs the import of which is otherwise prohibited under Section 10 of 


the Act may be imported for the purpose of examination, test or analysis 
subject to the following conditions :— 


(a) No drug shall be imported for such purpose except under a 
licence in Form 11; 


(5) the licensee shall use the substances imported under the licence 
exclusively for purposes of examination, test or analysis and 
shall carry on such examination, test or analysis in the place 
specified in the licence, or in such other places as the licensing 
authority may from time to time authorize: 


(c) the licensee shall allow any Inspector authorized by the licens- 
ing authority in this behalf to enter, with or without prior 
notice, the premises where the substances are kept, and to ins- 
pect the premises, and investigate the manner in which the 
substances are being used and to take samples thereof; 


(d) the licensee shall keep a record of, and shall report to the licens- 
ing authority, the substances imported under the licence, to~ 
gether with the quantities imported, the date of importation 
and the name of the manufacturer; 


(e) the licensee shall comply with such further requirements, if any 
applicable to the holders of licences for examination, test or 
analysis as may be specified in any rules subsequently made 
under Chapter III of the Act and of which the licensing 
authority has givea to him not less than one month’s notice. 


34. Application for licence for examination, test or analysis —(1) An 
application for a licence for examination, test or analysis shall be made in 
Form 12 and shall be made or countersigned by the head of the institution 
in which, or by a proprietor or director of the company or firm by which 
the examination, test or analysis will be conducted. 


(2) The licensing authority may require such further particulars to be 
supplied as he may consider necessary. 


**(3) Every application in Form 12 shall be accompanied by a fee of 
rupees fifteen. 


35. Cancellation of licence for examination, test or analysis—(1) A 
licence for examination, test or analysis may be cancelled by the licensing 
authority for breach of any of the conditions subject to which the licence 
was issued. 


(2) A licensee whose licence has been cancelled may appeal to the 
Central Government within three months of the date of the order. 


FE RPE LP PEEP > or Reo 
*Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification 
No. X. 11014/12/72-D, dated the Sth June, 1972). 


**Added by S.O. No. 903, dated 28-2-1976 (Govt. of India Notification No.} 
11013/2/75-D&MS, dated the 10th February, 1976). 
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36. Import of drugs for personal use.—Small quantities of drugs, the 
import of which is otherwise pro ibited under Section 10 of the Act, may 
be imported for personal use subject to the following conditions :— 


(i) the drugs shall form part of a passenger's bona fide baggage 
and shall be the property of, and be intended for, the exclusive 
personal use of the passenger; 


(ii) the drugs shall be declared to the Customs authorities if they 
so direct; 


(iii) the quantity of any single drug so imported shall not exceed 
one hundred average doses : 


Provided that the licensing authority may in an exceptional case in any 
jndividual case sanction the import of a larger quantity : 


*Provided further that any drug, imported for personal use but not form- 
ing part of bona fide personal baggage, may be allowed to be imported 
subject to the following conditions, namely :— 


(i) the licensing authority, on an application made to it in Form 
12-A is satisfied that the drug is for bona fide personal use; 


(ii) the quantity to be imported is reasonable in the opinion of the 
licensing authority and is covered by prescription from a regis- 
tered medical practitioner; and 


(iii) the licensing authority grants a permit in respect of the said 
drug in Form 12-B. 


+37. Packing of patent or proprietary medicines.—Patent or proprietary 
medicines shall be imported in containers intended for retail sale. 


+Provided that such medicines may be imported in bulk containers by any 
person who holds a licence to manufacture, if such person has obtained per- 
mission in writing to import such medicines from the licensing authority 
at least three months prior to the date of import and the imports are made 
within a period of twelve months from the date of issue of such permission. 


38. Statement to accompany imported drugs.—All consignments of drugs 
sought to be imported shall be accompanied by an invoice or other statement 
showing the name and address of the manufacturer and the names and 
quantities of the drugs. 


39. Documents to be supplied to the Customs Collector.—Before drugs 
for the import of which a licence is not required are imported a declaration 
signed by or on behalf of the manufacturer or by or on behalf of the im- 
porter that the drugs comply with the provisions of Chapter III of the Drugs 
and Cosmetics Act, 1940 and the Rules thereunder shall be supplied to the 
Customs Collector. 


eA ee 
*Added under Government of India Notification No. F. 1-36/54-D.S., dated 
3rd March, 1955. 


+Amended by Government of India Notification No. F. 1-3/51-D. S., dat 
15th October, 1954. / , dated 


tAmended by Gevernment of India Notification No. F. 1-45/58-D, dated 
4th January, 1961. 
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*40. Procedure for the import of drugs.—(1) If the Customs Collector 
has reason to doubt whether any drugs comply with the provisions of Chap- 
ter I{l of the Act and Rules thereunder he may, and if requested by an offi- 
cer appointed for this purpose by the Central Government shall, take samples 
of any drugs in the consignment and forward them to the Director of the 
laboratory appointed for this purpose by the Central Government and may 
detain the drugs in the consignment of which samples have been taken until 
the report of the Director of the said laboratory or any other officer em- 
powered by him on this behalf, subject to the approval of the Central 
Government, on such samples is received : 


Provided that if the importer gives an undertaking in writing not to 
dispose of the drugs without the consent of the Customs Collector and to 
return the consignment or such portion thereof as may be required, the 
Customs Collector shall make over the consignment to the importer. 


(2) If an importer who has given an undertaking under the proviso 
to sub-rule (1) is required by the Customs Collector to return the consign- 
ment or any portion thereof he shall return the consignment or portion there- 
of within ten days of receipt of the notice. 


741. (1) If the Director of the laboratory appointed for the purpose by 
the Central Government or any other officer empowered by him on this 
behalf, subject to the approval of the Central Government, reports to the 
Customs Collector that the samples of any drug in a consignment are not of 
standard quality, or that the drug contravenes in any other respect the 
provisions of Chapter III of the Act or the Rules thereunder and that the 
contravention is such that it cannot be remedied by the importer, the Cus- 
toms Collector shall communicate the report forthwith to the importer who 
shall, within two months of his receiving the communication either export 
all the drugs of that description in the consignment, to the country in which 
they were manufactured or forfeit them to the Central Government which 
shall cause them to be destroyed : 


Provided that the importer may within fifteen days of receipt of the 
report make a representation against the report to the Customs Collector, 
and the Customs Collector shall forward the representation with a further 
sample to the licensing authority, who after obtaining, if necessary, the 
report of the Director of the Central Drugs Laboratory, shall pass orders 
thereon which shall be final. 


t(2) If the Director of the laboratory appointed for the purpose by the 
Central Government or any other officer empowered by him on this behalf, 
subject to the approval of the Central Government reports to the Customs 
Collector that the samples of any drug contravene in any respect the provi- 
sions of Chapter III of the Act or the Rules thereunder and that the contra- 
vention is such that it can be remedied by the importer, the Customs Collec- 
tor shall communicate the report forthwith to the importer and permit him 


*Amended by the Government of India Notification No. F. 1—99/52-D.S., dated 
3rd November, 1953. 

tAmended *by Government of India Notification No. F. 7-7/47-D, dated 
Sth January, 1954. 

tAdded under Government of India Notification No. 7-11/47-D, dated 
5th October, 1951. 
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to import the drug on his giving an undertaking in writing not to dis- 
pose of the drug without the permission of the officer authorised in this 


behalf by the Central Government. 


*42. 


43. The drugs 
visions of Chapter | 
extent, and subject to 

**43A, No drug shall be imported into 
the following places, namely :— 


ore Cantonment and Amritsar Railway Stations : 


specified in Schedule D shall be exempt from the pro- 
II of the Act and of the Rules made thereunder to the 
the conditions specified in that Schedule. 


India except through one of 


Ferozep 
In respect of drugs imported by rail across the frontier with Hast 
Pakistan. 
Ranaghat, Bongaon and Mohiassan Railway Stations : 
In respect of drugs imported by rail across the frontier with East 


Pakistan. 


Castle Rock Railway Station : 
In respect of drugs imported by rail across the frontier with Goa. 


Madras, Calcutta, Bombay, Cochin and Visakhapatnam . 
In respect of drugs imported by sea into India. 
Madras, Calcutta, Bombay, Delhi and Ahmedabad : 


+43-B. Drugs, consignments of which are in transit through India to 
foreign countries an 
be exempted from the requirements of Chapter III of the 
metics Act, 1940 (23 of 1940) and the rules made thereunder. 


Provided that if the Government of the countries to which the drugs 
are consigned regulate their import by the grant of import licences, the im- 
porter shall at the time of import into India, produce such import licences. 


PART V—GOVERNMENT ANALYSTS AND INSPECTORS 


$44. Qualifications of Government Analyst.—A person appointed as @ 
Government Analyst under the Act shall be a person who— 


(a) is a graduate in medicine or science or pharmacy or pharma- 
ceutical chemistry of a University recognised for this purpose 


*omitted by Government of India Notification No. F. 1-9/52- =r y 
3rd November, 1953. /52-DS., dated 
**Amended by the Government of India Notification No. F. 7-7/47-D, dated 


Sth January, 1954. 
+Added under Government of India Notification No. E. 1-60/D, dated 19th March 


1964. 
tAmended by G.S.R. No. 1427 dated 22-10-77 (Govt ; 
Notification No. X. 11013/2/76-D &MS dated the 10th October, 1977) peti ue 
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by the appointing authority and has had not less than five years 
: post-graduate experience in the testing of drugs in a laboratory 
under control of (i) a Government Analyst appointed under 
the Act, or (ii) the head of an Institution or testing laboratory 
approved for the purpose by the appointing authority, or 


(b) possesses a post-graduate degree in medicine or science or 
pharmacy or pharmaceutical chemistry of a University recog- 
nied for the purpose by the appointing authority or possesses 
the Associateship Diploma of the Institution of Chemists 
(India) obtained by passing the said examination with ‘Anal- 
ysis of Drugs and Pharmaceuticals’ as one of the subjects and 
has had after obtaining the said post-graduate degree or dip- 
loma not less than three years’ experience in the testing of 
drugs in a laboratory under the control of (i) a Government 
Analyst appointed under the Act, or (ii) the head of an Iustitu- 
tion or testing laboratory approved for the purpose by the 
appointing authority; 


Provided that— 


(7) for the purpose of examination of items in Schedule C, the 
person appointed under clause (a) or clause (b) should be able 
" to produce evidence of satisfactory training in physiology, bac- 
teriology or serology or pathology or pharmacology or micro- 
biology and should have experience of testing of the said items, 
in an institution or testing laboratory approved by. the appoint- 
ing authority, for a period of not less than five years in the 
case of a person appointed under clause (a) and of not less 
than three years in the case of a person appointed under 

clause (b) : 


(ii) for a period of four years from the date on which Chapter IV 
of the Act takes effect in the States, persons whose training 
and experience are regarded by the appointing authority as 
affording, subject to such further training, if any, as may be 
considered necessary, a reasonable guarantee of adequate 
knowledge and competence, may be appointed as Government 
Analysts. The persons so appointed may, if the appointing 
authority so desires, continue in service after the expiry of the 
said period of four years : 


(iii) no person who is engaged directly or indirectly in any trade or 
business connected with the manufacture of drugs shall be ap- 
pointed as a Government Analyst for any area : 


Provided further that for the purpose of examination of Anti- 
sera, Toxoid and Vaccines and Diagnostic Antigens for Veteri- 
nary use, the person appointed shall be a person who is’ a 
graduate in Veterinary Science, or general science, or medicine 
or pharmacy and has had not less than five years’ experience in 
the standardisation of biological products or person holding a 
post-graduate degree in Veterinary Science, or general science, 
or medicine or pharmacy or pharmaceutical chemistry with 
an experience of not less than three years in the standardisa- 
tion of biological products : 


Provided also that persons, already appointed as Government 
Analysts may continue to remain in service, if the appointing 
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authority so desires, notwithstanding the fact that they do not 
fulfil the qualifications as laid down in clause (a), clause (b) Of 
the preceding proviso. 


45. Duties of Government Analysts—(1) The Government Analyst 
shall cause to be analysed or tested such samples of drugs **and cosmetics 
as may be sent to him by Inspectors OT other persons under the provisions 
of Chapter IV of the Act and shall furnish reports of the results of test or 
analysis in accordance with these Rules. 


(2) A Government Analyst shall from time to time forward to the Go- 
vernment reports giving the result of analytical work and research with a 
view to their publication at the discretion of Government. 


46. Procedure on receipt of sample.—On receipt of a package from an 
Inspector containing a sample for test or analysis, the Government Analyst 
shall compare the seals on the packet with the specimen impression received 
separately and shall note the condition of the seals on the package. After 
the test or analysis has been completed, he shall forthwith supply to the 
Inspector a report in *licate in Form 13 of the result of the test or analysis, 
together with full protocols of the tests ot analysis applied : 


+Explanation.—It shall be deemed to be fuli anc <ufficiert ona pliance : 
with the requirement of the rule in respect of the supp-) of “grotocols” of 
the tests or analysis applied”, if— | 


° 


(1) for pharmacopoeial drug, where the tests or methods o: analysis 
prescribed in the official pharmacopoeta are followed, referen- 
ces to the specific tests or analysis in the pharmacopoeias are 
given in the report, 


(2) for patent or proprietary medicines for which the tests and 
methods prescribed in any of the official pharmacopoeias are 
applicable and are followed, references to the specific tests or 
analysis in the pharmacopoeias are given in the report; 


/ (3) for patent or proprietary medicines containing pharmacopoeial 
y drugs for which the official tests or analysis or methods of 
2 assays are modified and applied, a description of the actual 
x tests or, as the case may be, analysis or methods of assays so 

f applied is given in the report, 
(4) for patent or proprietary medicines for which no pharma- 
copoeial tests or methods of analysis are available or can be 
applied but for which tests or methods of analysis given in 


standard books or journals are followed, a description of such 
tests or methods of analysis applied together. with the reference 
to the relevant books or journals from which the tests of 
methods of analysis have been adopted, is given in the report; 


i “\ 


- 


(5) for those drugs for which methods of test are not available and 
have been evolved by the Government Analyst, a description 
of tests applied is given in the report. 


—_— 


— — 


sai Ente a en ne 
s*Added by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. 
K. 11014/12/72-D dated the 5th June, 1972). 

tadded wader Government of India Notifieation No. F. 1-60/61-D, dated 12ta Jaly, 
$962. 
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47. Report of result of test or analysis.—An application from a pur- 


_ chaser for test or analysis of a drug under Section 26 of the Act shall be 


made in Form 14 A and the report of test or analysis of the drub gmade on 
such application shall be supplied to the applicant in Form 14-B. 


48. Fees.—The fees to be paid by a person submitting to the Govern- 
ment Analyst under Section 26 of the Act for test or analysis of a drug 
purchased by him shall be those specified in Schedule B. 


49. Qualification of Inspectors—A person who is appointed an Ins- 
pector under the Act shall be a person who 


*(a) has a degree in Pharmacy or Pharmaceutical Chemistry or a 
post-graduate degree in Chemistry with pharmaceutics as a spe- 
cial subject of a University. recognised for this purpose by the 
appointing authority or the Associateship Diploma of the Insti- 
tution of Chemists (India) obtained by passing the examina- 
tion with “Analysis of Drugs and Pharmaceuticals” as one of 
the subjects; or 


{aa) holds the Pharmaceutical Chemists diploma granted by the 
Pharmaceutical Society of Great Britain; or 


*(b) 


(c) isaraduate in medicine or science of a University recognized 
for this purpose by the appointing authority and has had at 
least one year's post-graduate training in a laboratory under 
(?) a Government Analyst appointed under the Act, or (ti) a 
Chemical Examiner, or (iii) a Fellow of the Royal Institute of 
Chemistry of Great Britain (Branch E), or (iv) the head of an 
institution specially approved for the purpose by the appointing 
authority: 


Provided that only those Inspectors who have had not less than three 
years’ experience in the manufacture or testing of substances specified in 
Schedule C in a laboratory approved for this purpose by the licensing 


authority, shall be authorized to inspect the manufacture of items mentioned 
in Schedule C : 


Provided further that for a period of four years from the date on which 
Chapter IV of the Act takes effect in the States, persons whose qualifica- 
tions, training and experience are regarded by the appointing authority as 
affording, subject to such further training, if any, as may be considered 
hecessary, a reasonable guarantee of adequate knowledge and competence 


may be appointed as Inspectors and authorized under the preceding proviso : 


**Provided further that any person appointed as Inspector in terms of 
the precedmg proviso may be allowed to hold his post after the said period 
of four years, if the State Government is satisfied that he possesses adequate 
knowledge and competence as Inspector to inspect the manufacture of 
items mentioned in Schedule C. 

*Amended under Government of India Notification No. F. 1-60/61-D, dated 17th 
July,”1962., 


TtOmitted under Government of India Notification No. F. 1-45/58-D, dated 4th 
January, 1961. 


**Added by S. O.No. 2139 dated 12-8-1972 (Govt. of India Notification 


_ £No. X.11014/12/72-D, dated 5th June, 1972), 
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*Provided further for the purposes of inspection of shops in any speci- 
fied area any officer of the medical or public health department who is a 
registered medical practitioner or a graduate in science may be appointed an 
ex-officio Inspector. . 


**Provided further that only Inspectors who are graduates in veterinary 
science or medicine or general science or pharmacy and have had not less 
than three years’ experience in the manufacture or testing of biological pro- 
ducts shall be authorised to inspect the manufacture of veterinary biological 


products. 


+50. Controlling authority —(1) All Inspectors appointed by the Cent- 
ral Government shall be under the control of an officer appointed in this 
behalf by the Central Government. 


(2) All Inspectors appointed by the State Government shall be under 
the control of an officer appointed in this behalf by the State Government. 


(3) For the purposes of these rules an officer appointed by the Central 
Government under sub-rule (J), or as the case may be, an Officer appoint- 
ed by the State Government under sub-rule (2), shall be a controlling 
authority. 


51. Duties of Inspectors of premises licensed for sale-—Subject to the 
instructions of the controlling authority, it shall be the duty of an Inspector 
authorized to inspect premises licensed for the sale of drugs— 


(1) to inspect not less than twice a year all establishments licensed 
for the sale of drugs within the area assigned to him; 


(2) to satisfy himself that the conditions of the licences are being 
observed; 


(3) to procure and send for test or analysis, if necessary, imported 
packages which he has reason to suspect contain drugs being 
sold or stocked or exhibited for sale in contravention of the 
provisions of the Act or Rules thereunder; 


(4) to investigate any complaint in writing which may be made to 
him; 


(5) to institute prosecutions in respect of breaches of the Act and 
Rules thereunder; 


(6) to maintain a record of all inspections made and action taken 
by him in the performance of his duties, including the taking 
of samples and the seizure of stocks, and to submit copies of 
such record to the controlling authority; 


(7) to make such enquiries and inspections as may be necessary to 
detect the sale of drugs in contravention of the Act; 
ea er enn ne oS 
*Amended by Government of India Notification No. DR/49F. 1-26/54-DS, dated 19th 
February, 1955. 
*#*Added under Govt. of India, Ministry of Health , F. P. W. H. and U. D. Notifica- 
tion No. F.1-6/62-D, dated the 2nd July, 1969. 
+ Ammended by S.0. No.2139 dated 12-8-1972 (Govt. of India Notification 
No. X. 11014/12/72-D, dated the Sth June, 1972). 
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(8) when so authorized by the State Government, to detain impor- 
ted packages which he has reason to Suspect contain drugs, the 
import of which is prohibited, 


52. Duties of Inspectors specially authorised to inspect the manufac- 
ture of drugs.—Subject to the instructions of the controlling authority it 
shall be the duty of an Inspector authorized to inspect the manufacture of 
drugs— 


(J) to inspect not less than twice a year, all premises licensed for 
manufacture of drugs within the area allotted to him and to 
Satisfy himself that the conditions of the licence and provisions 
of the Act and Rules thereunder are being observed; 


(2) in the case of establishments licensed to manufacture products 
specified in Schedules C and C(/ ) to inspect the plant and the 
process of manufacture, the means employed for standardizing 
and testing the drug, the methods and place of storage, the 

_ technical qualifications of the staff employed and all details 
of location, construction and administration of the establish- 
ment likely to affect the potency or purity of the product; 


(3) to send forthwith to the controlling authority after each inspec- 
tion a detailed report indicating the conditions of the licence 
and provisions of the Act and Rules thereunder which are be- 
ing observed and the conditions and Provisions, if any, which 
are not being observed. 


(4) to take samples of the drugs manufactured on the premises and 
sent them for test or analysis in accordance with these Rules; 


(5) to institute prosecutions in respect of breaches of the Act 
and Rules thereunder. 


53. Prohibition of disclosure of information.—Except for the purposes 
of official business or when required by a Court of Law, an Inspector shall 
not, without the sanction in writing of his official superior, disclose to any 
person any information acquired by him in the course of his official duties 


54. Form of order not to dispose of stock.—An order in writing by an 
Inspector under clause (c) of Section 22 of the Act requiring a person 
not to dispose of any stock in his possession shall be in Form 15. 


*94-A. Prohibition of sale——No person in possession of a drug in res- 
pect of which an Inspector has made an order under clause (c) of sub- 
section (i) of Section 22 of the Act shall in contravention of that order sell 
or otherwise dispose of any stock of such drug. 


*55. Form of receipts for seized drug, cosmetic, record register, docu- 
ment or any other material object :— 


A receipt by an Inspector for the stock of any drug or cosmetic or for 
any record, register, document or any other material object seized by him 
under clause (c) or clause (cc) of sub-section (J) of Section 22 of the Act 
shall be in Form 16. 


*Added under Government of India Notificction No. F. 1-19/59-D, deted 
13th June, 1961, 

**Amended by GSR No. 926 deted 16-7-1977 (Govt. of India Notification 
No. X. 11014/6/76-D & MS dated 24-6-1977 i 
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56. Form of intimation of purpose of taking samples.—When an Ins- 
pector takes a sample of a drug for the purpose of test or analysis, 


“Shall intimate such purpose in writing in Form 17 to the person from 
whom he takes it. 


57. Procedure for despatch of sample to Government Analyst.— UU) 
The portion of sample or the container sent by an Inspector to the Govern- 
ment Analyst for test or analysis under sub-section (4) of Section 23 of the 
Act shall be sent by registered post or by hand in a sealed packet, enclosed 
together with a memorandum in Form 18, in an outer cover addressed to 
the Government Analyst. 


(2) A copy of the memorandum and a specimen “impression of the 
seal used to seal the packet shall be sent to the Government Analyst sepa- 
rately by registered post or by hand. 


*58. Confiscation of drugs, implements, machinery etc— 


(1) Where any person has been convicted for contravening any of 
the provisions of Chapter IV of the Act or any rule made there- 
under, the stock of the drug in respect of which the contraven- 
tion has been made shall be liable to confiscation. 


(2) Where any person has been convicted for the manufacture of 
any drug deemed to be misbranded under clause (a), clause (db), 
clause (c), clause (d), clause (f) oF clause (g) of section 17 
of the Act, or adulterated drug under section 17B of the Act, 
or for manufacture for sale. or stocking or exhibiting for sale or 
distribution of any drug without a valid licence as req : 
under clause (c) of section 18 of the Act, any implements or 
machinery used in such manufacture, sale or distribution and 
any receptacle, packages, OF coverings in which such drug 
is contained and the animals, vehicles, vessels or other conve- 
yances used in carrying such drug shall also be liable to confis- 
cation. 


**58-A Procedure for disposal of confiscated drugs—(1) The Court 
shall refer the confiscated drugs to the Inspector concerned for report as to 
whether they are of standard quality or contravene the provisions of the 
Act or the Rules in any respect. 


(2) If the Inspector, on the basis of Government Analyst’s report finds 
the confiscated drugs to be not of standard quality or to contravene any 
of the provisions of the Act or the Rules made thereunder, he shall report to 
the Court accordingly. The Court shall thereupon order the destruction of 
the drugs. The destruction shall take place under the supervision of the 
ogni in the presence of such authority, if any, as may be specified by 
the Court. 


(3) If the Inspector finds that the confiscated drugs are of standard 
quality and do not contravene the provisions of the Act or the Rules made 
—VAmended by S. 0. No. 289, dated 3-2-1973 (Govt. of India Notification 
No. X. 11014/17/72—D, dated the 20th December, i972). So. eee 


Pr under Government of India Notification No. F. 1-9'62-D, dated 2nd Dec. 
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thereunder, he shall report to the Court accordingly. The Court may 
then order the sale of the drugs by public auction to any party holding a 
requisite licence under the Act. 


PART VI—SALE oF DRUGS OTHER THAN HOMOEOPATHIC 
MEDICINES 


59. (1) The State Government shall appoint Licensing Authorities for 
the purpose of this Part for such areas as may be specified. ‘ 


(2) Applications for the grant or renewal of a licence to sell, stock or 
exhibit for sale, or distribute drugs shall be made in Form 19 or Form 
19-A, as the case may be, to the licensing authority and shall be accompa- 
nied by a fee of rupees twenty : 


Provided that in the case of an itinerant vendor or an applicant who 
desires to establish a shop in a village or town having a population of 5,000 
or less the application in Form 19-A shall be accompanied by a fee of 
rupees five. 


(3) A fee of rupees five and in the case of an itinerant vendor or an 
applicant who desires to establish a shop in a village or town having a popu- 
lation of 5,000 or less, a fee of rupee one and twentyfive paise shall be paid 
for a duplicate copy of a licence issued under this rule, if the original is 
defaced, damaged or lost : 


*Provided that if the applicant applies for the renewal of a licence after 
its expiry but within six months of such expiry the fee payable for renewal 
of such licence shall be rupees twenty plus an additional fee at the rate 
of rupees twenty per month or part thereof, and in the case of itinerant 
vendor or an applicant desiring to open a shop in village or town having 
a population of 5,000 or less the fee shall be rupees five plus an additional 
fee at the rate of rupees five per month or part thereof. 


**60. A licensing authority may with the approval of the State Govern- 
ment by an order in writing delegate the power to sign licences and such 
other powers as may be specified in the order to any other person under 
his control. 

61. Forms of licences to sell drugs.—(1) A licence to sell, stock or ex- 
hibit for sale, or distribute drugs other than those specified in Schedules C 
and C(1) by retail, on restricted licence or by wholesale shall be issued in 
Form 20, 20-A or 20-B as the case may be : 


Provided that a licence in Form 20-A shall be valid for only such drugs 
as are specified in the licence; 


**(2) A licence to sell, stock or exhibit for sale, or distribute drugs 
specified in Schedul¢ C and C(1) by retail, on restricted licence or by 
wholesale shall be issued in Form 21, 21-A or 21-B, as the case may be: 

Provided that a licence in Form 21-A shall be valid for only such drugs 
as are specified in the licence. 


*Amend d by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification 
No. X. 11014/12/72, —D, dated the 5th June, 1972). 

**Amended by Government of India Notification No. F. 1-16/57-D, dated 
15th Jume, 1957. 
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62. Sale at more than one place ——lf drugs are sold or stocked for ne 
at more than one place, separate application shall be made, and a separa 
licence shall be issued, in respect of each such place : 


+Provided that this shall not apply to itinerant vendors who have no 
specified place of business and who will be licensed to conduct business mm 
a particular area within the jurisdiction of the licensing authority. 


+62A. Restricted licences in Forms 20-A and 21-A.—(a) Restricted 
licences in Forms 20-A and 21-A shall be issued, subject to the discretion 
of the Licensing Authority, to dealers or persons in respect of drugs whose 
sale does not require the supervision of a qualified person. 


(b) Licences to itinerant vendors shall be issued only in exceptional 
circumstances for bona fide travelling agents of firms dealing in drugs Or for 
a vendor who purchases. drugs from a licensed dealer for distribution in 
sparsely populated rural areas where other channels of distribution of drugs 
are not available. 


(c) The licensing authority may issue a licence in Form 21-A to a 
travelling agent of a firm but to no other class of itinerant vendors for the 
specific purpose of distribution to medical practitioners or dealers, samples 
of biological and other special products specified in Schedule C : 


Provided that travelling agents of licensed manufacturers, agents of 
such manufacturers and importers of drugs shall be exempted from taking 
out licence for the free distribution of samples of medicines among mem- 
bers of the medical profession, hospitals, dispensaries and the medical insti- 
tution or research institutions. 


*62-B. Conditions to be satisfied before a licence in Form 20-A or Form 
21-A is granted—(1) A licence in Form 20-A or Form 21-A shall not be 
granted to any person, unless the authority empowered to grant the licence 
is satisfied that the premises in respect of which the licence is to be granted 
are adequate and equipped with proper storage accommodation for preserv- 
ing the properties of drugs to which the licence applies : 


Provided that this condition shall not apply in the case of licence granted 
itinarant vendors. 


(2) In granting a licence under Rule 62-A the authority empowered to 
grant it shall have regard to :— 


(i) the number of licences granted in the locality during one year 
immediately preceding; and 


(ii) the occupation, trade or business carried on by such appli- 
cant : ; 


Provided that the licensing authority may refuse to grant or renew a 
licence to any applicant or licensee in respect of whom ‘it is satisfied that by 
reason of his conviction of an offence under the Act or these Rules or the 
previous cancellation or suspension of any licence granted thereunder, he 
is not a fit person to whom a licence should be granted under this Rule. — 


+Added under Government of India Notification No. F. 10-21/49- 
10th March, 1953. /49-D, dated 


*Added under Government of India Notification No. F. 1-9/60-D, dated 3rd July 
1961. “7 
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(3) Any person who is aggrieved by the order passed by the licensing 
authority in sub-rule (1) may, within 30 days from the date of the receipt 
of such order appeal to the State Government and the State Government 
may, after such enquiry into the matter as it considers necessary and after 
giving the appellant an opportunity for representing his views in the matter 
make such order in relation thereto as it thinks fit. 


@62C. Application for licence to sell drugs by wholesale or to distribute. 
the same from a mootor vehicle :— 


(a) Application for the grant or renewal of a licence to sell by wholesale 
or to distribute from a motor vehicle shall be made to the Licensing Authority 
in Form 19-AA and shall be accompanied by a fee of rupees twenty : 


__ Provided that if the applicant applies for the renewal of a licence after 
ats expiry but within six months of such expiry, the fee payable for renewal 
of such licence shall be rupees twenty plus an additional fee at the rate of 
Tupees twenty per month or part thereof. 


_ (2) A fee of rupees five shall be paid for a duplicate copy of a licence 
issued under this rule, if the orginal is defaced, damaged or fost. 


@62D.—Form of licences to sell drugs by wholesale or distribute drugs 
from a motor vehicles :— 


A licence shall be issued for sale by wholesale or for distribution from a 
motor vehicle of drugs other than those specified in Schedule and Schedule 
‘C(1) in Form 20BB and of drugs specified in Schedule C and Schedule 
‘C(1) in Form 21BB : . 


Provided that such a licence shall not be required in a case where a public 
carrier or a hired vehicle is used for transportation or distribution of drug. 


*63. Duration of licence-—An original licence or a renewed _ licence 
to sell drugs, unless sooner suspended or cancelled, shall be valid up to 
‘the 31st December of the year following the year in which it is granted 


Or renewed : 


**Provided that if the application for renewal of licence in force is 
made before its expiry or if the application is made within six months of 
its expiry, after payment of additional fee, the licence shall continue to be 
in force until orders are passed on the application. The licence shall be 
‘deemed to have expired if application for its renewal is not made within 


six months after its expiry. 


163A. Certificate of renewal of a sale licence.—The certificate. of 
renewal of a sale licence in Forms 20, 20-A, 20-B, 21, 21-A, and 21-B shall 


‘be issued in Form 21-C. 


*Amended by Government of India Notification No. F. 1-10/62-D, dated 
10th April, 1964. 

**Am-nded by S. O. No. 2139, dated 12th August, 1972 (Govt. of India Notification 
No. X. 11014/12/72)D, dated the 5th June, 1972). 

tAdded under Government of India Notification No. F, 1-10/62-D, dated 10th April, 
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@63B. Certificate of renewal of licence.—A certificate of renewal of 2 
licence in Form 20BB or Form 21BB shall be issued in Form 21-CC.; 


+64. Conditions to be satisfied before a licence in Form 20, 20-B 21 or 
21-B is granted—(1) A licence in Form 20, 20-B, 21 or 21-B to sell, 
stock or exhibit for sale, or distribute drugs shall not be granted to any 
person unless the authority empowered to grant the licence is satisfied that 
the premises in respect of which the licence is to be granted are adequate, 
equipped with proper storage accommodation for preserving the properties 
of the drugs to which the licence applies and are in charge of a person 
competent in the opinion of the licensing authority to supervise and control 
the sale, distribution and preservation of drugs : 


Provided that in the case of a pharmacy a licence in Form 20 or 21 
shall not be granted unless the licensing authority is satisfied that the require- 
ments prescribed for a pharmacy in Schedule N have been complied with. 


Explanation.—For the purpose of this rule the term ‘Pharmacy’ shall 
be held to mean to include every store or shop or other place : (1) where 
drugs are dispensed, that is, measured or weighed or mode up and supplied; 
or (2), where prescriptions are compounded; or (3) where drugs are pre- 
pared; or (4) which has upon it or displayed within it, or affixed to or used 
in connection with it, a sign bearing the word or words “Pharmacy”, “Phar- 
macist,” “Dispensing Chemist” or “Pharmaceutical Chemist”; or (5) which, 
by sign, symbol or indication within or upon it gives the impression that the 
operations mentioned at (1), (2) and (3) are carried out in the premises; or 
(6) which is advertised in terms referred to in (4) above. 


(2) In granting a licence under sub-rule (1) the authority empower- 
ed to grant it shall have regard— 


*(i) to the average number of licences granted during the period 
of 3 years immediately preceding, and 


(ii) to the occupation, trade or business ordinarily carried on by 
such applicant during the period aforesaid : 


Provided that the licensing authority may refuse to gramt or renew a 
licence to any applicant or licensee in respect of whom it is satisfied that 
by reason of his conviction of an offence under the Act or these Rules, or - 
the previous cancellation or suspension of any licence granted thereunder, 
he is not a fit person to whom a licence should be granted under this rule. 
Every such order shall be communicated to the licencee as soon as possible. 


+(3) Any person who is aggrieved by the order passed by the licensing 
authority in sub-rule(1) may, within 30 days from the date of the receipt 
of such order, appeal to the State Government and the State Government 
may, after such enquiry into the matter as it considers necessary and after 
giving the appellant an opportunity for representing his views in the 
matter, make such order in relation thereto as it thinks fit. 


@Added by Govt. of India Notification No. X11C13/7/76—DGHS deted the 
25th January 1979. ; 


*Amended by Government of India Notification No. FF. 1-19/59-D, dated 
13th June, 1961. 


+Amended by Government of India Notification No. F. 1-9/60-D, dated 3rd July, 


1961. 


tAmended by Governmnet of Indi> Notification No. F. 1-16/57-D, dated 15th Jun , 
1957 end No. F. 1-19/59-D, dated 13th June, 1961. 
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65. Condition of licences.—Licences in Form 20, 20-A, 20-B, 21, 21-A 
and 21-B shall be subject to the conditions stated therein and to the follow- 
ing general conditions— 


(1) Any drug specified in Schedule E or any preparation containing any 
such drug and any drug supplied on a prescription shall, if compounded or 
made up on the licensee’s premises, be compounded or made up by or 
under the direct and personal supervision of a qualified person. 


(2) The supply, otherwise than by way of wholesale dealing, of a drug 
specified in Schedule E or any preparation containing any such drug, and of 
any drug supplied on the prescription of a Registered Medical Practitioner 
Shall be effected only by or under the personal supervision of a qualified 
person, 


£(3) (1) The supply of any drug on a prescription of a Registered 
Medical Practitioner shall be recorded at the time of supply in a prescrip- 
tion register specially maintained for the purpose and the serial number of 
the entry in the register shall be entered on the prescription. The following 
particulars shall be entered in the register :— 


(a) serial number of the entry, 
(b) the date of supply, _ 
(c) the name and address of the prescriber, 


**(d) the name and address of the patient, or the name and address of 
the owner of the animal if the drug supplied is for veterinary 
use. ¥ ; 


(e) the name of the drug or preparation and the quantity or in the 
case of a medicine made up by the licensee, the ingredients and 
quantities thereof, 


<f) in the case of a drug specified in Schedule C, Schedule H_ or 
Schedule L, the name ef the manufacturer of the drug, its 
batch number and the date of expiry of potency, if any, 


(g) the signature of the qualified person by or under whose super- 
vision the medicine was made up or supplied. 


Provided that in the case of drugs which are not compounded in_ the 
premises and which are supplied from or in the original containers, the 
particulars specified in items (a) to (g) above may be entered in a cash or 
credit memo book, serially numbered and specially maintained for this 


purpose : 


Provided further that if the medicine is supplied on a prescription on 
which the medicine has been supplied on a previous occasion and_ entries 
made in the prescription register, it shall be sufficient if the new entry in 
the register includes a serial number, the date of supply, the quantity sup- 
plied and a sufficient reference to an entry in the register recording the dis- 
pensing of the medicine on the previous occasion. 


tAmended by S.O. No. 2139, dated 12-8-1972 (Govt. of India Notification No. 
X. 11014/12/72-D, dated the 5th June, 1972.) 

** Amended by GSR No. 926 dated 16-7-1977, (Govt. of India Notification No. 
X. 11014/6/76-D & M.S. dated 24-6-77). 
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Provided further that it shall not be necessary to record the above details 
in the register or in the cash or credit memo particulars in respect of :— 


(i) any drugs supplied against prescription under the Employees 
State Insurance Scheme if all the above particulars are given 1n 
that prescription, and 


(ii) any drug other than that specified in Schedule C, E or Lif it 
is supplied in the original unopened container of the manufac- 
turer and if the prescription is duly stamped at the time of 
supply with the name of the supplier and the date on which the 
supply was made and on condition that the provisions of sub- 
rule (4) (3) of this rule are complied with. 


(2) The option to maintain a prescription register or a cash or credit 
memo book in respect of drugs and medicines which are supplied from or 
in the original container, shall be made in writing to the Licensing Authority 


at the time of application for the grant or renewal of the licence to sell by 
retail. 


Provided that the Licensing Authority may require records to be main- 
tained only in prescription register if it is satisfied that the entries in _ the 
carbon copy of the cash or credit memo book are not legible. 


*¢4) (1) The supply by retail, otherwise than on a_ prescription 


of a drug specified in Schedule C or Schedule E shall be recorded at the 
‘time of supply either : 


(i) in a register specially maintained for the purpose in which 
the following particulars shall be entered :— 


(a) serial number of the entry, 

(b) the date of supply, 

(c) the name and address of the purchaser, 

(d) the name of the drug and the quantity thereof, 


(e) in the case of a drug specified in Schedule C, the name 
of the manufacturer, the batch number and the date of 
expiry of potency, 

(f) the signature of the person under whose _ supervision 
the sale was effected, or 


(ii) in a cash or credit memo book, serially numbered contain- 
ing all the particulars specified in items (b) to (f) of sub- 
clause (i) above. 


NoTE :—The entries in the carbon copy of the cash or credit memo 
which is retained by the licensee shall be maintained in a 
legible manner. 


(2) The option to maintain a register or a cash or credit memo book 
‘shall be made in writing to the Licensing Authority at the time of applica- 
tion for the grant or renewal of a licence to sell by retail : 


Provided that the Licensing Authority may require records to be main- 
tained in a register if it is satisfied that the entries in the carbon copy of the 
«cash/credit memo book are not legible. 


*Added by Government of India Notification No. 1-63/61-D dated 17th July, 
1963. 


THE DRUGS AND COSMETICS RULES 115 


a 


(3) *(i) The supply by retail of any drug shall be made aga 
credit memo which shall contain the following particulars :-— 


(a) Name, address and sale licence number. of the dealer, 
**(b) Serial number of the cash/credit memo, 
(c) the name and quantity 
(zi) Carbon cop 
licensee as record. 


(4) Records of purchase of a drug intended for sale or sold by retail 
Shall be maintained by the licensee and such records shall include the 


following particulars. 
(a) the date of purchase, 


(b) the name, address of the person from whom 
number of the relevant licence held by him, 


inst a cash/ 


of the drug supplied. 


ies of cash/credit memos shall be maintained by the 


purchased and the 


(c) the name of the drug, the quantity and the batch number, 


(d) the name of the manufacturer of the drug. 
*(5) (1) Subject to the other Provisions of these rules the Supply of a 
drug by wholesale shall be made against a cash or credit memo bearing the 
name and address of the licensee and his 


licence number under the Drugs 
and Cosmetics At in which the following p 


(a) the date-of sale. 


(5) the name, address of the licensee to whom sold and his sale 
licence number. In case of Sale to an authorit 


articulars shall be entered— 


(c) the name of the drug, the quantity and the batch number, 
(d) the name of the manufacturer. 


(2) Carbon copies of cash or credit memos specified in clause (1) shall 


be preserved as records for a period of three years from the date of the sale 
of the drug. 


(3) Records of purchase of a dru 
sale shall be maintained by the lice 
following particulars— 


(a) the date of purchase, 


(b) the name, address and the number of the relevant licence held 
by the person from whom purchased, 


(c) the name of the drug, the quantity and the batch number, 
(d) the mame of the manufacturer of the drug. 


**Added by G.S. R. No. 245 dated 21-2-1976 (Govt. of India Notification No 
X. 11013/5/72-D&M.S. dated the 3rd, February, 1976). 


*Amended by Government of India Notification Ne, F. 1-63/62-D, dated 
17th July, 1963. 


g intended for resale or sold by whole- 
msee and such records shall include the 
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(6) The licensee shall produce for inspection by an Inspector appointed 
under the Act on demand all registers and records maintained under these 
Rules, and shall supply to the Inspector such information as he may require 
for the purpose of ascertaining whether the provisions of the Act and Rules 
thereunder have been observed. 


(7) Except where otherwise provided in these Rules, all registers and 
records maintained under these Rules shall be preserved for a period of not 
less than two years from the date of the last entry therein. 


(8) Notwithstanding anything contained in this Rule it shall not be 
necessary to record particulars in a register specially maintained for the 
purpose if the particulars are recorded in any other register specially main- 
tained under any other law for the time being in force. 


*(9) Substances specified in Schedules H and L and preparations con- 
taining such substances shall not be sold by retail except on and in accor- 
dance with a prescription of a Registered Medical Practitioner. 


Provided that no prescription shall. be required for sale or supply to a 
Registered Medical Practitioner, hospital, infirmary or an institutional approv- 
ed by an order of a Licensing Authority. 


(10) For the purposes of clause (9) a prescription shall— 


(a) be in writing and be signed by the person giving it with his 
usual signature and be dated by him; 


*#* (b) specify the name and address of the person for whose 
treatment it is given, or the name and -address of the owner of 
the animal if the drug is meant for veterinary use, 


(c) indicate the total amount of the medicine to be supplied and 
the dose to be taken. 


(11) The person dispensing a prescription containing a drug specified 
in Schedule H shall comply with the following requirements in addition 
to other requirements of these Rules— 


(a) the prescription must not be dispensed more than once un- 
less the prescriber has stated thereon that it may be dispensed 
more than once; 


\ 


(b) if the prescription contains a direction that it may be dis- 


directions; 
(c) at the time of dispensing thero must be noted on the pres- 
cription above the signature of the prescriber the name and 


address of the seller and the date on which the prescription 
is dispensed. 
*#*(11-A) No person dispensing & preseription containing substances 
specified in Schedule H or L, may supply any other preparation, whether 
containing the same substance or not, in lieu thereof. 


a nr 
*A mended by Government of India. Notification No. F. 1-31/47-D, dated 13th March, 
1950, and No. F. 1-88/57-D, dated 28th February, 1958. 
e** Amended by G. S. R. No. 926, dated 16-7-1977 (Govt. of India Netification 
No. X. 11014/6/76—D. & M. S. dated 24/6/1997). 
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**(12) Substances specified in Schedule E. other than in a form ready 


for internal or external us 


e and kept in a retail shop or remises used in 
connection therewith shall be stored—— = : 
(a) in a cupboard or drawer reserved solely for the storage of 
poisons, or 


(5) in a part of the premises separated from the remainder of 


the premises and to which customers are not permitted to 
have access. 


(13) Substances specified in Schedule E shall be kept in containers 
impervious to the poison and sufficiently stout to prevent leakage arising 
from the ordinary risk of handling and transport. 


(14) A substance specified in Schedule E sold by retail shall be 


guage or languages as the State 
Government may prescribe by notification in the official Gazette. 

*(1S) (a) The description“Drugstore” shall be displayed by such 
licensees who do not require the services of a qualified person. 


(5) The description “Chemists and Druggists” shall be displayed by 
such licensees who employ the services of a “Qualified person” but who 
do not maintain a “Pharmacy” for compounding against prescriptions: 

(c) The description “Pharmacy”, “Pharmacist”, “Dispensing Che- 
mist” or “Pharmaceutical Chemist” ) by such licensees 
who employ the services of a “Quali i 


ualified person” and maintain a “Phar- 
macy” for compounding against prescriptions : 


tExplanation :—For the purpose of this rule :— 


(7) A substance specified in Schedule E means a Substance spe- 
_ cified in’ column 1 of Schedule E and its preparation exclud- 
ing preparations exempted under columns 2 or 3 thereof : 


(ti) ‘Qualified person’ means a person who 


(a) holds a diploma or degree in pharmacy or pharmaceutical 


chemistry of an institute approved by the Licensing Autho- 
rity, or 25 i 


£(b) is a registered pharmacist as defined in the Pharmacy Act, 
1948. | 


Provided that in those States (including Union territories) where the 


under section 29 of the said Act has not been 
prepared, a person possessing qualifications to have his name entered in 
that register shall be deemed to be a qualified person till such time as that 
register is prepared. 


**Added by S.O. No. 2139 dated 12-8-1972 (Govt. of India Notification No 
X. 11014/12/72-D dated the 5th June, 1972). 


*Amend-d by the Government of India Notification No. F, 1-16/57-D, dated 
15th June, 1957, 


fAmended by Government of India Notification No. 1-63/61-D dated 17-7-1963, 


i i i LD, 
Amended by Government of India, Ministry of Health, F. P., W. M. and U. 
Sistine Ne. F. 1-55/68-D, dated the 17th July, 1969, 
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++(c) has not less than four years’ practical experience of diis- 
pensing which is in the opinion of the Licensing Autho- 
rity adequate and has been approved by that authority as- 
a “qualified person” on or before the 31st December, 
1969. 


(iii) Date of Expiry of potency means the date that is recorded: 
on the container, label or wrapper as the date up to which 
the substance may be expected to retain potency not less. 
than or not to acquire toxicity greater than that required or 
permitted by the prescribed test. 


*(16) The licensee shall maintain an Inspection Book in Form 35 to 
enable an Inspector to record his impressions and the defects noticed. 


+(17) No drug shall be sold or stocked by the licensee after the date 
of expiration of potency recorded on its container, label or wrapper, OF in 
violation of any statement or direction recorded on such container, label 


or wrapper; 


Provided that any such drugs in respect of which the licensee has taken. 
steps with the manufacturer or his representative for the withdrawal, 
reimbursement or disposal of the same, may be stocked after the date of 
expiration of potency pending such withdrawal, reimbursement or dis- 
posal, as the case may be, subject to the condition that the same shall be 
stored separately from the trade stocks @and all such drugs shall be kept 
in packages or cartons, the top of which shall display prominently, the words 
“Not for sale”. ) 


+(18) No drug intended for distribution to the medical profession as 
free sample which bears a label on the container as specified in clause 
(viii) of sub-rule (1) of rule 96, and no drug meant for consumption by the 
Employees’ State Insurance Corporation, the Central Government Health 
Scheme, the Government Medical Stores Depots, the Armed Forces Medi- 
cal Stores or other Government institutions, which bears a distinguishing 
mark or any inscription on the drug or on the label affixed to the container 
thereof indicating this purpose shall be sold or stocked by the licensee 
on his premises. 

Provided that this sub-rule shall not be applicable to licensees who have 
beef appointed as approved chemists, by the State Government in writing 


under the Employees State Insurance Scheme for drugs meant for con- 
sumption under that Scheme. 


egg tty The supply by retail of any drug in a container other than the 
one in which the manufacturer has marketed the drug, shall be made only 


_ttAmended by Government of India, Ministry of Health, .F. P.W. H:and U.D. 
Notification No. F. 1-25/69-D, dated 9-12-1969. 


tAdded under Government of India, Ministry of Health, F. P., W. H. and U. D. 
Notification No. 1-113/69-D, dated 23-12-69. 


*A mended by Government of India Notification No. F. 1-14/68-D dated 26-10-1968. 


+Added under Government of India Notification No. F. 1-55/61-D, dated’ 
22nd August, 1964. 


#*#* Added by G.S. R. No. 444 dated 28-4-1973 [Govt. of India Notification No. 
X.11014/4/72-D (Pt.) dated the 31st March, 1973}. 


@ Added by S. O. No. 903, dated 28-2-1976 (Govt. of India Notification No. 
X. 11013/2/75-D& MS. dated 10-2-1976). 
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by dealers who employ the services of a “qualified person” and such suppl 
Shall be made under the direct supervision of the “qualified person” in al 


envelope or other suitable wrapper or container showing the following 
particulars on the label: 


(a) name of the drug, 
(5) the quantity supplied, 
(c) the name and address of the dealer. 


@ @(20) The medicines for treatment of animals kept in a retail shop 
or premises shall be labelled with the words ‘Not for himan use—for treat- 
ment of animals only’ and shall be stored— 


(a) in a cupboard or drawer reserved solely for the Storage’ of 
veterinary drugs, or 


(6) ina part of the premises Separated from the remainder of the 
premises to which customers are not permitted to have access, 


**65-A. Additional information to be furnished by an applicant for 
licence or a licensee to the Licensing Authority :— 


The applicant for the grant of a licence or any person granted a licence 
under this Part shall, on demand, furnish to the licensing authority, before 


. . 


the grant of the licence or during the period the licence is in force, as the 


for licence or in the licence granted, constitution of the firm, or any other 
relevant matter which may be requireg for the purpose of verifying the 
Correctness of the statements made by the applicant or the licensee, while 
applying for or after obtaining the licence, as the case may be. 


such period as he thinks fit, either wholly or in respect of some of the sub- 
stances to which it relates, if in his opinion, the licensee has failed to com- 
ply with any of the conditions of the licence or with any provisions of the 
Act or Rules thereunder : 


**Provided that, where such failure or contravention is the consequence 
of an act or omission on the part of an agent or employee, the licence shall 
not be cancelled or suspended if the licensee proves to the satisfaction of 
the licensing authority :— 


(a) that the act or omission was not instigated or conrived at by 
him or, if the licensee is a firm or company by a partner of the 
firm or a director of the company, or 


(b) that he or his agent or employee had not been guilty of d¥iy 
similar act or omission within twelye months before the date 
on which the act or omission in question took place, or where 
his agent or employee had been guilty of any such act or 


@ @ Added by G. S$. R. No. 926 dated 16-7-1977 (Govt. of _ India Notification No. 
X. 11014/6/76-D & MS. dated 24-6-1977). 

**Added by S. O. No. 2139, dated 12-8-1972 (Govt. of India Notification No’ 
X.11014/12/72-D, dated the Sth June, 1972) 
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omission the licensee had not or could not reasonably have had, 
knowledge of that previous act or omission, or 


(c) if the act or omission was a continuing act or omission, he had 
not or could not reasonable have had knowledge of that pre- 
vious act or omission, Of ye 
(d) that he had used due diligence to ensure that the conditions 
of the licence or the provisions of the Act or the Rules there- 

under were observed. 


@ @(2) A licensee whose licence has been suspended of cancelled 
may, within three months of the date of order under sub-rule (1). prefer 
an appeal against that order to the State Government, which shall decide the 
same. 


PART VI-A—SALE OF HoMOEOPATHIC MEDICINES 


*67-A. (1) The State Government shall appoint Licensing Autho- 
rities for the purpose of this Part for such areas as may be specified. 


'(2) Application for the grant or renewal of a licence t6 sell, stock oF 
exhibit for sale or distribute Homoeopathic medicines shall be made ™ 
Form 19-B to the Licensing Authority and shall be accompanied by a fee 
of rupees five; 


¢*Provided that if the applicant applies for renewal of licence after its 
expiry but within six months of such expiry the fee payable for renewal of 
such licence shall be rupees five plus an, additional fee at the rate of rupees 
five per month or part thereof. 


@(3) If the original licence is either defaced, damaged or lost, a 
duplicate copy thereof may be issued on payment of a fee of rupee one and 
twenty five paise. 


67-B. A Licensing Authority may, with the approval of the State Go- 
vernment, by an order in writing, delegate the power to sign licences and 


such other powers, as may be specified, to any other person under his 
control. 


67-C. Forms of licences tc sell drugs—(1) A licence to sell, stock 
or exhibit for sale or distribute Homoeopathic medicines by retail or by 
wholesale shall be issued in Form 20-C or 20-D as the case may be. 


67-D. Sale at more than one place.—If drugs are sold or stocked for 
sale at more than one place, a separate application shall be made and a 
separate licence shall be obtained in respect of each place. 


67-E. Duration of licences.—An original licence or a renewed licence 
unless it is sooner suspended or cancelled shall be valid upto the 31st 
December of the year following the year in which it is granted or renewed : 


**Provided that if the application for renewal of a licence in force is 
made before its expiry or if the application is made within six month of 


@Added under Government of India Notificati No. F. 1- > 
18th August, 1964. ia Notification No. F. 1-35/64-D, dated 


@ Added by G. S. R. No. 665, dated 28-5-77 (Govt. of India N tificatio 
No. X. 11014/2/77-D & M. S., dated 6-5-1977). 7 ; 


@@Amended by G.S.R. No. 926 dated 16-7-1977 (Govt. of India Notificati 
No. X. 11014/6/76-D& M.S. dated 24-6-1977). 1 


e¢A mended by S.O. No. 2139 @dated 12-8-1972 (Govt. of Indi 
%. 11014/12/72-D dated the Sth June, 1972). Gs oe 
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its expiry, after payment of additional fee, the licence shall continue to be 
in force until orders are passed on the application and the licence shall 


; *67-EE. Certificate of renewal.—The certificate of renewal of a_ sale 
licence in Forms 20-C and 20-D Shall be issued in Form 20-E. 


6-F. Condition to be Satisfied before a licence in Form 20-C or Form 
20-D is granted. 


(J) A licence in Form 20-C or Form 20-D to sell, stock or exhibit for 
sale or distribute Homoeopathic medicines shall not be granted to any per- 


(2) Any person who is aggrieved by the order passed by the Licensing 
Authority under sub-rule (1) may within 30 days from the date the re- 
ceipt of such order appeal to the State Government and the State Govern- 
ment may, after such enquiry into the matter as it considers necessary and 
after giving the appellant an Opportunity for representing his cas¢, make 
‘such order in relation thereto as it thinks fit. / 


67-G. Conditions of licence.—Licence in Form 20-C or 20-D shall be 
subject to the conditions stated therein and to the following further condi- 
tions, namely :— 


(1) The premises where the Homoeopathic medicines are stocked 
for sale or sold are maintained in a clean condition. 


(2) The sale of Homoeopathic medicines shall be conducted under 
the supervision of a person, competent to deal in Homoeopathic 
medicines, 

(3) The licensee shall permit an Inspector to inspect the premises 
and furnish such information as he May require for ascertain- 
ing whether the provisions of the Act and the Rules made there- 
under have been observed. 


(4) The licensee in Form 20-D shall maintain records of purchase 
and sale of Homoeopathic medicines containing alcohol to- 
gether with names and addresses of parties to whom sold. 


**(5) The licensee in Form 20-C shall maintain records of purchase 
and sale of Homoeopathic medicines containing alcohol. No 
records of sale in respect of Homooeopathic potentised prepare- 
tion in containers of 30 ml. or lower capacity and in respect 
of mother tinctures made up in quantities upto 60 ml. need 

be maintained. 


pe =*Added under Government of India, Ministry of Health, F. P., W.H. and U.D. 
[ Notification No. F. 1-14/67-D, dated the 3rd February, 1969. 
**Added under Government of India, Ministry of Health, F. P., W.H.and U.D. 
Notification No. F. 1-59/68-D, dated the 19th November, 1969, 


122 THE DRUGS AND COSMETICS RULES 
ene me | a PRL 

*67-GG. Additicnal information to be furnished by an applicant fer 
licence or a licensee to the Licensing Authority .— 


The applicant for the grant of a licence or any person, granted a licence 
under this Part shall, on demand furnish to the Licensing Authority, before 
the grant of the licence or during the period the licence is in force as_ the 
case may be, documentary evidence in respect of the ownership or Occupa- 
tion or rental or other basis of the premises, specified in the application 
for licence or in the licence granted, constitution of the firm, or any other 
relevant matter, which may be required for the purpose of verifying the 
correctness of the statements made by the applicant or the licensee, while 
applying for or after obtaining the licence, as the case may be. 


67-H. Cancellation and suspension of licences— 


(1) The Licensing ‘Authority may, after giving the licensee an opportu- 
nity to show cause why such an order should not be passed by an order in 
writing stating the reasons therefor, cancel a licence issued under this Part 
or suspend it for such period as he thinks fit, if in his opinion, the licensee 
has failed to comply with any of the conditions of the licence or with any 
provisions of the Act or Rules made thereunder : 


*Provided that, where such failure or contravention is the consequence 
of an act or omission on the part of an agent or employees, the licence shall 
not be cancelled or suspended if the licensee proves to the satisfaction of 
the Licensing Authortiy :— 


(a) that the act or omission was not instigated or connived at by 
him or, if the licensee is a firm or company, by a partner of 
the firm or a director of the company, OF 


(b) that he or his agent or employee had not been guilty of any 
similar act or omission within twelve months before the date 
on which the act or omission in question took place, or where 
his agent or employee had been guilty of any such act of 
omission, the licensee had not or could not reasonably have 
had, knowledge of that previous act or omission, OF 


(c) if the act or omission was a continuing act or omission that 
he had not or could not reasonably have had knowledge of 
that previous act or omission, Or 


(d) that he had used due diligence to ensure that the conditions of 
the licence or the provisions of the Act or the Rules thereunder 
were observed. 


@(2) A licensee whose licence has been suspended or cancelled ma 
within three months of the date of the order under sub-rule (J ), prefer He 
a against that order to the State Government, which shall decide the 


*added by §&. O. No. 2139 dated 12-8-19 ificati 
X 11014/12/72-D dated the Sth June, 1972). 1972 (Govt. of India Notification 


@Amsaded by G.S.R. No. 926 dated 16/7/1977 
X. 11014/6/ 76D & M.S. dated SaeIOTT.. (Govt. of India Notification 


_ THE DRUGS AND COSMETICS RULES 123 

RR RR 

PART VII—MANUFACTURE FOR SALE OF DRUGS OTHER THAN HoMoro- 
PATHIC MEDICINES 


68. Manufacture on more than one set of premises—If drugs are 
manufactused @m more than one set of premises -a separate application shall 
be made and a separate licence shall be issued in respect of each such set 
of premises. 


*69. Application for licence to manufacture drugs other than those 
specified in Schedules C and C (1) too the Drugs and Cosmetics Rules.— 
(1)Applications for grant or renewal of licences to manufacture for sale 
of drugs other than those specified in Schedules C and C(/) shall be made 
to the licensing authority appoined by the State Government for the purpose 
of this Part (hereinafter in this Part referred to as the licensing authority) 
and shall be made— 


(a) in the case of repacking of drugs for sale or distribution, in 
Form 24-B; an 


(6) in any other case in Form 24. 


**(2) Every application in Form 24-B shall be accompanied by a fee 
of rupees forty and an inspection fee of rupees ten for first inspection 
or rupees five in the case of inspection for renewal of licences and _ every 
application in Form 24 shall be accompanied by a fee of rupees two hund- 
red and an inspection fee of rupees fifty for first inspection or rupees twenty 
five in the case of inspection for renewal of licences. 


**(3) If a person applies for the renewal of a licence after its expiry 
but within six months of such expiry the fee payable for the renewal of 
such licence shall be in the case of Form 24-B, rupees twenty per month 
or part thereof im addition to the inspection fee and, in the case of Form 
24, rupees two hundred plus an additional fee at the rate of rupees one 
hundred per month or part thereof in addition to the inspection fee. 


(4) A fee of rupees ten and a fee of rupees fifty shall be paid respec- 
tively for a duplicate copy of the licence issued under clause (a) and clause 
(5) of sub-rule (J), if the original is defaced, damaged or lost. 


¢(5) Applications by licensees to manufacture additional items of drugs 
shall, in the case of a licence to manufacture for sale and distribution other 
than repacking, be made to the Licensing Authority. Such applications 
shall, if the additional items of drugs applied for belong to categories _ is 
not already included in the licence, be accompanied by a fee of rupees ten 
for each additional category of drugs specified in Schedule M. 


Explanation.—For the purpose of these rules, the term  ‘repacking’ 
means the process of breaking up any drug from a bulk container into 
small packages and the labelling of each such package with a view to _ its 
sale and distribution, but does not include the compounding or dispensing 
or the packing of any drug in the ordinary course of the retail business. 


*Amended by Government of India Notification No. F. 1-22/59-D, dated 9th April, 
1960 

tAmended by Government of India Notification No. F. 1-40/61-D, dated 17th July, 
1962. 

**Amended by S.O No. 2139, dated 12-8-1972 (Govt. of India Notifteation 
No. X. 11014/12/72-Ddat dthe Sth June, 1972). 
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*69-A.Loan Licences.(1) Applications for the grant oF renewal 
of loan licences for the manufacture for sale of drugs other than those speci- 
fied in Schedule C and C(1) shall be made in Form 24-A to the Licensing: 
Authority and shall be accompanied by a fee of rupees one hundred. 


**Provided that if the applicant applies for the renewal of a licence 
after its expiry but within six months of such expiry the fee payable for 
renewal of such licence shall be rupees one hundred plus an additional fee 
at the rate of rupees fifty per month or part thereof. 


) 

Explanation.—For the purpose of this rule a loan licence means a 
licence which a licensing authority may issue to an applicant who does not 
have his own arrangements for manufacture but who intends to avail him 
self of the manufacturing facilities owned by a licensee in Form 2. 


(2) The Licensing Authority shall, before the grant of a loan licence,. 
satisfy himself that the manufacturing unit has adequate equipment, staff, 
capacity for manufacture, and facilities for testing, to undertake the manu- 
facture on behalf of the applicant for a loan licence. 


(3) Subject to the provisions of sub-rule (2) application for manufac- 
ture of additional items on a loan licence shall be accompanied by a fee 
of rupees ten for each category of items. 


+(4) If the Licensing Authority is satisfied that a loan licence is 
defaced, damaged or lost or otherwise rendered useless, he may, on pay- 
ment of a fee of rupees twentyfive issue a duplicate licence. 


- +69-B Applications to manufacture ‘new drugs’ other than the drugs 
classifiable under Schedules C and C(1) products. 


Subject to the other provisions of these Rules. 


(i) no ‘new drug’ shall be manufactured unless it is previously 
approved by the Licensing Authority mentioned in rule 21 ; 


(ii) the manufacturer of a ‘new drug’ when applying for approval 
to the Licensing Authority mentioned in sub-rule (i) shall pro- 
duce all documentary and other evidence relating to its stan- 
dards of quality, purity and strength and such other informa- 


tion as may be required including the results of therapeutic 
trials carried out with it; 


(ii?) while applying for a licence to manufacture a ‘new drug’ ‘or its 
preparations an applicant shall produce along with his appli- 
cation evidence that the drug for the manufacture of which 
application is made has already been approved. 


a eles oa this rule ‘new drug’ has the same meaning as in rule 


~*Amended by the Government of Indi ti i "1. if 
15th June, 1957. ndia Notification No. F. "1-16/57-D, dated 


+Added under Government of India, Ministry of Health, F. P.and U 

Notification No. F.1 -20/64-D, dated the 26th October, 1968. ; .and U. D. 
tAmended or added under Government of Indi i ; 

1-19/59-D, dated 13th June, 1961. ent of India Notification No. F. 


** Added by S. O. No. 2139 dated 12-8-1972 (Govt. 


X. 11014/12/72-D dated the 5th June, 1972), 2 nts Soe xX 
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70. Form of licence to manufacture drugs other than those specified in 
Schedules C and C(1).—Licences for repacking of drugs against applications 
in Form 24-B shall be granted in Form 25-B, and licences for manufacture 
sg ga distribution against applications in Form 24 shall be granted in 
orm 25. 


*70-A. Form of loan licence to manufacture for sale of drugs other than 
those specified in Schedules C and C(1).—A loan licence to manufacture 
for sale of drugs other than those specified in Schedules C and C(/) shall 
be issued in Form 25-A. 


771. Conditions for the grant or renewal of a licence in Form 25.— 
Before a licence in Form 25 is granted or renewed the following conditions 
shall be complied with by the applicant :— 


(1) The manufacture shall be conducted under the active direction and 
personal supervision of competent technical staff consisting at least of one 
person who is a whole-time employee and who is— 


(a) a graduate in Pharmacy or Pharmaceutical Chemistry of a Uni- 
versity recognised by the Central Government for the purpose 
of this rule and has had at least eighteen months practical ex- 
perience after the graduation in the manufacture of drugs. 
This period of experience may, however, be reduced by six 
months if the person has undergone training in manufacture of 
drugs for a period of six months during his University course; 
or 


(5) a graduate in Science of a University recognised by the Central 
Government who for the purpose of his degree has studied 
Chemistry as a principal subject and has had at least three 
years practical experience in the manufacture of drugs after 
his graduation; or : 


(c) a graduate in Chemical Engineering or Chemical Technology or 
Medicine of a University recognised by the Central Govern- 
ment with general training and practical experience, extending 
over a period of not less than three years in the manufacture 
of drugs, after his graduation; or 


**(d) holding any foreign qualification the quality and content of 
training of which are comparable with those prescribed in 
clause (a), clause (b) or clause (c) and is permitted to work 
as competent technical staff under this rule by the Central Gov- 
ernment : 


Provided that any person who was immediately before the 29th June, 
1957, actively directing and personally supervising the manufacture of 
drugs and whose name was accordingly entered in any licence granted in 
Form 25 as it existed before that date shall be deemed to be qualified for 
the purposes of this rule. 


*Added under the Government of India Notification No. F. 1-16/57-D, dated 
15-6-1957 and No. F. 1-22/59-D, dated 9th April, 1960. 


**Added under Government of India Notification No. FF. 1-19/59-D, dated 
13-6-1961. 

tAm*ndment by Government of India Notification No. F. 1-16/57-D, dated 15th 
June, 1957. 
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@Provided further that the Licensing Authority may, in the matter 
of manufacture of disinfectant fluids, insecticides, liquid paraffin, medi- 
cinal gases, non chemical contraceptives, plaster of Paris and surgical dres- 
sings, for the manufacture of which the knowledge of Pharmaceutical che- 
mistry or Pharmacy is not essential, permit the manufacture of the sub- 
stance under the active direction and personal supervision of the competent 
technical staff, who, although not having any of the qualifications included 
in clauses (a), (b) or (c) of this rule, has, in the opinion of the Licensing 
Authority, adequate experience in the manufacture of such substance. 


(2) The factory premises shall comply with the conditions prescribed 
in Schedule M. 


(3) The applicant shall provide adequate space, plant and equipment 
for the manufacturing operations; the space, plant and equipment recom- 
mended for various operations are given in Schedule M. 


@@(4) The applicant shall provide and maintain adequate staff, pre- 
mises and laboratory equipment for carrying out tests of the strength, quality 
and purity of the substances at a testing unit, which shall be separate from 
the manufacturing unit and the head-of the testing unit shall be independent 
of the head of the manufacturing unit : 


Provided that the manufacturing units, which, before the commence- 
ment of the Drugs and Cosmetics (Amendment) Rules, 1977, were making 
arrangements with institutions approved by the Licensing Authority for such 


tests to be carried out on their behalf may continue such arrangements upto 
the 30th June, 1977 : E 


Provided further that for tests requiring sophisticated instrumentation 
techniques or biological or microbiological methods other than sterility the 
Licensing Authority may permit such tests to be conducted by institutions 
approved by it under Part XV(A) of these rules for this purpose. 


(5) The applicant shall make adequate arrangements for the storage 
of drugs manufactured by him. 


**(6) The applicant shall, while applying for a licence to manufacture 
patent or proprietary medicines, furnish to the Licensing Authority evidence 
and data justifying that the patent or proprietary medicines— 


(i) contain the constituent ingredients in therapeutic/prephylactic 
quantities as determined in relation to the claims or conditions 


for which the medicines are recommended for use or claimed to 
be useful; 


(ii) are safe for use in the context of the vehicles, excipients, addi- 
tives and pharmaceutical aids used in the formulation and 
under the conditions in which the formulation for administra- 
tion and use are recommended; 


&"  @Added under Government of India, Ministry of Health, F. P..and U. D. 
Notification No. F. 1-14/68-D. dated thef26-10-1968, ‘ 


@ @Amended by G.S.R. No. 926 dated 16-7-1977 (Govt. of India Notification No. 
K. 11014/6/76-D&MS dated 24-6-1977). 


**Added by G.S.R. No. 515 dated 10-4-1976 (Govt. of India Notification No. X. 
11013/4/75-D&MS, dated the 24th March, 1976), 
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(iii) are stable under the conditions of storage recommended; and 


(iv) contain such ingredients and in such quantities for which there 
is therapeutic justification. 


171A. Conditions for the grant or renewal of a licence in Form 25B.— 
Before a licence in Form 25-B is granted or renewed the following condi- 
tions shall be complied with by-the applicant :— 


(1) the repacking operation shall be carried out under hygienic condi- 
tions and under the supervision of a competent person; 


**(2) the factory premises shall comply with the conditions prescribed 
in Schedule M; and 


@ @(3) the applicant shall have adequate arrangements in his own pre- 
mises for carrying out tests for the strength, quality and purity of the drugs 
at a testing unit which shall be separate from the repacking unit; 


Provided that the repacking units, which before the commencement of 
the Drugs and Cosmetics (Second Amendment) Rules, 1977, were making 
arrangements with institutions approved by the licensing authority for such 
tests to be carried out on their behalf, may continue such arrangements 
upto the 31st July, 1977; 


Provided further that for tests requiring sophisticated instrumentation 
techniques or biological or microbiological methods the licensing authority 
may permit such test to be conducted by institutions approved by it under 
Part XV(A) of these rules for this purpose. 


Explanation —A person who satisfies the following minimum quali- 
fications shall be deemed to be a “competent person” for the purposes of 
rules 71-A or 74-A of these rules, namely :— 


(a) a person who holds the Diploma in Pharmacy approved by the 
Pharmacy Council of India under the Pharmacy Act, 1948 
(VIII of 1948) or a person who is registered under the said 
Act, or 


(5) a person who has passed the Intermediate examination with 
Chemistry as one of the principal subjects or an examination 
equivalent to it or an examination recognised by the Licensing 
Authority as equivanent to it; or 


i (c) a person who has passed the Matriculation examination or an 

3 examination recognised by the Licensing Authority as equivalent 
to it and has had not less than four years practical experience 
in the manufacture, dispensing or repacking of drugs. 


@71-B : Conditions for the grant or renewal of a licence in Form 25- 
A :—Before a licence in Form 25-A is granted or renewed, the applicant 


tAdded under Government of India Notification No. F. 1-22/59-D, dated 
9-4-1960. 
**Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. 
XX. 11014/12/72-D dated the Sth June, 1972). 
| @@Amended by G.S.R No. 926 dated 16-7-1977 (Govt. of India Notification No. 
X. 11014/6/76—D&MS dated 24-6-1977.) 
@Added by G.S.R. No. 515 dated#10-4-1976 (Govt. of India Notification No. 
% 11013/4/75—D&MS dated the 24th March, 1976). 


~ 
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shall, while applying for a licence to manufacture patent or proprietary 
medicines furnish to the Licensing Authority evidence and data justifying 
‘hat the patent or proprietary medicines : 


,/) contain the constituent ingredients in therapeutic/prophylactic 
quantities as determined in relation to the claims or conditions 
for which the medicines are recommended for use or claimed 
to be useful; 


(ii) are safe for use in the context of the vehicles, excipients. addi- 
tives and pharmaceutical aids used in the formulations and 
under conditions in which the formulations for administration 
and use are recommended; 


(iii) are stable under the conditions of storage recommended; and 


(iv) contain such ingredients and in such quantities for which there 
is therapeutic justification. 


*72. Duration of licence.—An original licence or a renewed licence in 
Form 25 or in Form 25-B unless sooner suspended or cancelled shall 
be valid up to thea 31st December, of the year following the year in which 
it is granted or renewed. 


**Provided that if the application for the renewal of a licence is made 
before its expiry, or if the application is made within six months of __ its 
expiry, after payment of additional fee, the licence shall continue to be in 
force until orders are passed on the application and the licence shall be 
deemed to have expired if the application for its renewal is not made within 
six months of its expiry. 


73. Certificate of renewal.—The certificate of renewal of a licence im 
Form 25 shall be issued in Form 26. 


*73-A. A certificate of renewal of a loan licence.—The certificate of 
renewal of a loan licence in Form 25-A shall be issued in Form 26-A. 


*73-AA. Duration of loan licence.—An original loan licence in Form 
25-A or a renewed loan licence in Form 26-A, unless sooner suspended or 
cancelled, shall be valid up to the 31st December, of the year following the 
year in which it is granted or renewed : 


**Provided that if the application for the renewal of a licence is made 
before its expiry, or if the application is made within six months of its ex- 
piry, after payment of the additional fee, the licence shall continue to _ be 
in force until orders are passed on the application and the licence shall be 


deemed to have expired if the application for its renewal is not made within 
six months of its expiry. 


@73-B. Certificate of renewal of licence in Form 25-B.—The certificate 
of renewal of a licence in Form 25-B shall be issued in Form 26-B. 


*Amended by Government of India Notification No. F. 1-10/62-D, dated 10th 
April, 1964. 


—«—“"" under Government of India Notification No. F. 1-22/59-D, dated 


**Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. 
X. 11014/12/72-D dated the 5th June, 1972). cup nel: ae 


. 
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174. Conditions of licence in Form 25.—A licence in Form 25 shall be 
subject to the conditions stated therein and to the following further condi- 
tions, namely :— 


(a) 


(b) 


the licensee shall provide and maintain staff, premises and the 
equipment as specified in rule 71; 


the licensee shall comply with the provisions of the Act and 
of these Rules and with such further requirements, if any, as 
may be specified in any rules subsequently made under Chapter 
IV of the Act; provided that where such further requirements 
are specified in the rules, these would come into force, four 
months after publication in the official Gazette; 


(c) the license shall either in his own laboratory or in any other 


(a) 


laboratory approved by the Licensing Authority under Part 
XV (A) of these rules test each batch or lot of the raw 
material used by him for the manufacture of his products and 
also each batch of the final product and shall maintain records 
or registers showing the particulars in respect of such tests as 
specified in Schedule U. The records or registers shall be 
retained for a period of 5 years from the date of manufacture; 


the licensee shall keep records of the details of manufacture as 
per particulars given in Schedule U of each batch of the drugs 
manufactured by him and such records shall be retained for 
a period of five years; 


(e) the licensee shall allow an **Inspector appointed under the 


Act, to enter, with or without prior notice, any premises and 
to inspect the plant and the process of manufacture and the 
means employed in standardising and testing the drugs; 


(f) the licensee shall allow an **Inspector appointed under _ the 


(g) 


**(h) 


Act to inspect all registers and records maintained under these 
rules and to take samples of the manufactured drugs and shall 
supply to such Inspector such information as he may require 
for the purpose of ascertaining whether the provisions of the 
Act and the Rules thereunder have been observed; 


the licensee shall, from time to time, report to the Licensing 
Authority any changes in the expect staff responsible for the 
manufacture or testing of the drugs and any material altera- 
tions in the premises or plant used for the purpose which have 
been made since the date of the last inspection made on behalf 
of the licensing authority; 


the licensee shall, on request, furnish to the Licensing Autho- 
rity, the Controlling Authority or to such authorities as the 


tAmended by Government of India, Ministry of Health and Family Planning 
Notification No. F. 1-20/64-D, dated 26th October, 1968. 

**Amended by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notificatiom 
No. X. 11014/4/72-D (Pt.) dated 31st March, 1973). 
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Licensing Authority or the Controlling Authority may direct, 
from every batch, or batches of drugs as the Licensing Authe- 
rity or the Controlling Authority may from time to time specify, 
a sample of such quantity as may be considered adequate by 
such authority for any examination and, if so required, alee 
furnish full protocols of tests which have been applied; 


if the Licensing Authority or the Controlling Authority so directs 
and if requested by the licensee who had also furnished prima 
facie reasons for such directions, the licensee shall not sell or 
offer for sale any batch in respect of which a sample is oF 


- protocols are furnished under clause (A) until a certificate au- 


G) 


(k) 


** (1) 


thorising the sale of the batch has been issued to him by or on 
behalf of the Licensing Authority or the Controlling Autho- 
rity; 

the licensee shall on being informed by the Licensing Autho- 
rity or the Controlling Authority that any part of any batch of — 
the drug has been found by the Licensing Authority or the 
Controlling Authority not to conform with the standards of 
strength, quality or purity specified in these rules and on being 
directed so to do, withdraw the remainder of the batch from 
sale, and, so far as may in the particular circumstances of the 
case be practicable, recall all issues already from that batch; 


the licensee shall maintain an Inspection Book in Form 35 to 
enable an Inspector to record his impressions and the defects 
noticed; 


the licensee shall maintain reference samples from each batch 
of the drugs manufactured by him in a quantity which is at 
least twice the quantity of the drug required to conduct alk 
the tests performed on the batch.. In case of drugs bearing 
an expiry date on the label, the reference samples shall be 
maintained for a period of three months beyond the date of 
expiry of potency. In case of drugs where no date of expiry 
of potency is specified on the label, the reference sam- 
ples shall be maintained for a period of three years from __ the 
date of manufacture. 


74-A. Conditions for licence in Form 25-B.—A licence in Form 25-B 
shall be subject to the conditions stated therein and to the following condi- 


tions :— 


(a) 


(b) 


(c) 


the repacking of drugs shall at all times be conducted under 
the personal supervision of at least one person who is approved 
as a competent person by the Licensing Authority; 


the licensee shall either provide and maintain adequate arrange- 
ments in his own premises for carrying out tests of the strength, 
quality and purity of the drugs repacked or make arrangements 
with some institution approved by the Licensing Authority 
under Part XV(A) of these rules for such tests to be regularly 
carried ont on his behalf by the institution; ; 


the licensee shall make adequate arrangements for the storage 
of drugs; 


es Added by GSR. No. 444 dated 23-4-1973 [Govt. of India Notification 
No. 11014-4-72-D,(Pt.) dated 31st March, 1973) 
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*(d) the licensee shall comply with the provisions of the Act and of 
these Rules and with such further requirements, if any, as may 


be specified in any rules Subsequently made under Chapter IV 
of the Act; 


Provided that where such further requirements are speci« 
fied in the rules, these would come into force four months after 
publication in the Official Gazette. 


(e) the licensee shall allow 


*(f) The licensee shall, either in his Own | 


laboratory approved by the Licensing Authorit 
batch or lot of Taw ‘material used by him for 


the purpose of ascertaining whether the Provisions of the 
Act and these Rules have been observed; 


*(g) the licensee shall maintain an Inspection Book, in Form 39, 


to enable an Inspector to record his impressions and the defects 
noticed; 


**(h) the licensee shall maintain reference samples from. each batch 
of the drugs manufactured by him in a quantity which is 
least twice the quantity of the drug required to conduct all 
the tests performed on the batch. In case of drugs bearing 


of potency is specified on the label, the reference samples shall 
maintained for a period of three years from the date 


(2) The licensee shall comply with the provisions of the Act and of 
these Rules and with such further requirements if any, as may be Specifi- 
t of India, Ministry of Health, Family Plannin and 
U. D. Notification Noe F. 120, dated the 26th October, 1968 : ‘ 
tAdded under Govern ment of India, Ministry of Health, F. P. and U. D. 
Notification No. 1-14/68-D, dated 26-10-68, 

**Added by G.S.R. No. of 444 dated 28-4-1973 (Govt. of India Notification 

No. X, 11014/4/72-D(Pt.) dated the 31st March, 1973), 
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ed in any rules subsequently made under Chapter IV of the Act; pro 


vided that where such further requirements are specified in the rules, these 
would come into force four months after publication in the Official Gazette. 


(3) The licensee shall test each batch or lot of the raw material used 
by him for the manufacture of his products and also each batch of the final 
product and shall maintain records of registers showing the particulars 
respect of such tests as specified in Schedule U. The records or registers 
shall be retained for a period of five years from the date of manufacture. 
~The licensee shall allow an Inspector to inspect all registers and records 
maintained under these rules and shall supply to the Inspector such infor- 
mation as he may require for the purpose of ascertaining whether the pro- 
visions of the Act and these rules have been observed. 


(4) The licensee shall either (i) provide and maintain to the satisfac- 
tion of the Licensing Authority adequate staff and adequate laboratory feci- 
lities for carrying out tests of the strength, quality and purity of the sub- 
stances manufactured by him or (ii) make arrangements with some insti- 
tution approved by the Licensing Authority under Part XV(A) of these 
rules for such tests to be regularly carried out on his behalf by the institu- 
tion. 

*#**(5) The licensee shall maintain reference samples from each batch 
of the drugs manufactured by him in a quantity which is at least twice the 
quantity of the drug required to conduct all the tests performed on the 
batch. In case of drugs bearing an expiry date on the label the reference 
samples shall be maintained for a period of three months beyond the date 
of expiry of potency. In case of drugs where no date of expiry of potency is 
specified on the label, the reference samples shall be maintained for @ 
period of three years from the date of manufacture. 


«75. Form of application for licence to manufacture for sale drugs speci- 
fied in Schedules C and C (1).—U) Applications for the grant or renewal 
of licences to manufacture for sale drugs specified in Schedules C and C(1) 
shall be made to the Licensing Authority in Form 27 and shall be accompa- 
nied by a fee of rupees three hundred and an inspection fee of rupees two 
hundred for first inspection or rupees one hundred in the case of inspection 


for renewal of licences + 


**Provided that if the applicant applies for renewal of licence after its 
expiry but within six months of such expiry, the fee payable for renewal of 
the licence shall be rupees three hundred plus an additional fee at the rate 
of rupees two hundred per month in addition to the inspection fee. 


(2) A fee of rupees seventy five shall be paid for a duplicate copy 
of a licence issued under this rule, if the original is defaced, damaged or lost. 


(3) Applications by licensees to manufacture additional drugs shall be 
accompanied by a fee of rupees fifteen for each item listed in the applica- 
tion subject to a maximum of rupees three hundred. 


*Added or amended by Government of India Notification No. F. 1-16/57-D, 
dated 15-6-1961. 
#*A mended by S.O. No.2139 dated 12-8-1972 (Govt. of India Notificati 
The 11014/12/72-D, dated the 5th June, 1972). eg 
s**Added by G.S. R. No. 444, dated 28-4-1973 (Govt. of India Notificati 
X. 11014/4/72-D(Pt.) dated the 31st March, 1973). cab» 
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*75-A. Loan licences.—(1) Applications for the grant or renewal of 
loan licences for the manufacture for sale of drugs specified in Schedules 
C and C(/) shall be made in Form 27-A to the licensing authority and 


shall be accompanied by a fee of rupees three hundred. 


**Provided that if the applicant applies for the renewal of a licence 
after its expiry but within six months of such expiry the fee payable for re- 
newal of the licence shall be rupees three hundred plus an additional fee 
at the rate of rupees two hundred per month or a part thereof, 


Explanation—For the purpose of this rule a loan licence means a 
licence which a licensing authority may issue to an. applicant who does not 
have his own arrangements for manufacture but who intends to avail him- 
self of the manufacturing facilities owned by another licensee in Form 28. 


(2) The licensing authority, shall, before the grant of a loan licence, 
satisfy himself that the manufacturing unit has adequate equipment, staff, 
capacity for manufacture and facilities for testing to undertake the manu- 
facture on behalf of the applicant for a loan licence. 


(3) Subject to the provisions of sub-rule (2) applications for manu- 
facture of additional items on a loan licence Shall be accompanied _ by 
. of rupees fifteen for each item subject to a maximum of rupees three 

undred. 


@(4) If the licensing authority is satisfied that a loan licence is de- 
, damaged or otherwise rendered useless, he may, on payment of a 
fee of rupees seventyfive, issue a duplicate licence. 


+75-B. Applications to manufacture ‘mew drugs’ classifiable — under 
Schedules C and C(1)— 


Subject to the other provisions of these Rules, 


(7) no ‘new drug’ shall be manufactured unless it is previously 
approved by the ‘Licensing authority’ mentioned in rule 21; 


(ii) the manufacturer of a ‘new drug’ when applying for approval to 
the licensing authority mentioned in sub-rule (i) shall produce 
all documentary and other evidence relating to its standards of 
quality, purity and strength and such other information as 
may be required including the results of therapeutic trials 
carried out with it; 


(iii) while applying for a licence to manufacture a ‘new drug’ or its 
preparations an applicant shall produce along with his applica- 
tion evidence that the drug for the manufacture of which appli- 
cation is made has already been approved. 


Explanation.—In this rule ‘new drug’ has the same meaning as in rule 
A. 


@Added under Govt. of India, Ministry of Health, F.P., and U. D. Notification 
No, F. 1-20/64-D, dated the 26-10-1968. 


tAdded under Govt. of India Notifiacation No. F, 1-19/59-D, dated 13-6-196]. 
b*Add-d or amended by Government of India, Notification No. F. 1-16/57-D, 
dated 15-6-1969, 
**Amended by S. O. No. 2139 dated 13-8-1972 (Govt, of India Notification No. 
X.11014/12/72-D dated the 5th June, 1972), 


134 THE DRUGS AND COSMETICS RULES — 
a cn gang . 

- *76, Form of licence to manufacture drugs specified in Schedules C 
and C(1) and conditions for the grant or renewal of such licence. —A 
ence to manufacture for sale of drugs specified in Schedules C and CU) 
shall be issued in Form 28. Before a licence in Form 28 1s granted Or 
renewed the following conditions shall be complied with by the applicant - 


(1) The manufacture will be conducted under the active direction and 
personal supervision of competent technical staff consisting at least of ome 
person who is a whole time employee and who is— 


(a) a graduate in Pharmacy or Pharmaceutical Chemistry of a Unt 

versity recognised by the Central Government for the puf- 

pose of this rule and has had at least eighteen months’ practi- 
cal experience after the graduation in the manufacture of drugs 
to which this licence. applies; this period of experience may 
however be reduced ‘by six ‘nonths if the person has under- 
gone training in manufacture of drugs to which the licence 
applies for a period of six months during his University course; 
or 


(b) a graduate in Science of a University recognised by the _ Cefi- 

tral Government who for the purpose of his degree has studied 
Chemistry or Microbiology as a principal subject and has had at 
least three years’ practical experience in the manufacture of 
drugs to which this licence applies after his graduation; or 


(c) a graduate in medicine of a University recognised by the Cen- 

tral Government with at least three years’ experience Mm the 
manufacture and pharmacological testing of biological pro- 
ducts after his graduation; or 


+(d) a graduate in Chemical Engineering of a University recognised 
by the Central Government with at least three years’ practical 
experience in the manufacture of drugs to which this licence 


applies after his graduation; or 


(e) holding any foreign qualification the quality and content of 
training of which are comparable with those prescribed in 
clause (a), clause (b), clause (c) or clause (d) and is per- 
mitted to work as competent technical staff under this rule by 
the Central Government. 


Provided that any person who was approved by the licensing autho- 
rity as an expert responsible for the manufacture of drugs for the 

of rule 76 read with rule 78 as these rules were in force immediately before 
ar 29th June, 1957, shall be deemed to be qualified for the purposes of this 
rule. 


@Provided further that for the drugs specified in Schedules C and C(1) 
meant for veterinary use, the wholetime employee under whose supervision 


4@19 pmtaaag or added by Government of India Notification No. F. 1-16/57-D, dated 
+961 ‘trie under Government of India Notification No. F. 1-19/59-D, dated 

@Added under Govt. of India, Ministry of Health, F. P., W.H.and U. D. 
Notification No. F. 1-6/62-D, dated2nd July, 1969. 
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the manuafcture is conducted may be a graduate in Veterinary Science or 
general science or medicine or pharmacy of a University recognised by the 
Central Government and who has had at least three years’ experience in the 
manufacture of biological products. 


“ Boe as eory premises shall ne with the conditions prescribed 


(3) The applicant shall provide adequate space, plant and equipment 
for any or all the manufacturing operations; the space, plant and equip- 
ment recommended for various operations are given in Schedule M. 


_@@(4) The applicant shall provide and maintain adequate staff, pre- 
mises and laboratory equipment for carrying out such tests of the strength, 
quality and purity of the substances as may be required to be carried out by 
him under the provisions of Part X of these rules including proper housing 
for animals used for the purposes of such tests, the testing unit being sepa- 
rate from the manufacturing unit and the head of the testing unit being 
independent of the head of the manufacturing unit : 


Provided that the manufacturing units which before the commencement 
of the Drugs and Cosmetics (Amendment) Rules, 1977, were making 
arrangements with institutions approved by the Licensing Authority for such 
tests to be carried out on their behalf may continue such arrangements upto 
the 30th June, 1977: 


Provided further that for tests requiring sophisticated instrumentation 
techniques or biological or microbiological methods other thar sterility the 
Licensing Authority may permit such tests to be conducted by institutions 
approved by it under Part XV(A) of these rules for this purpose. 


(5) The applicant shall make adequate arrangements for the storage of 
drugs manufactured by him. 


**(6) The applicant shall furnish to the Licensing Authority, if requir- 
ed to do so. data on the stability of drugs which are likely to deteriorate 
for fixing the date of expiry which shall be printed on the labels of such 
drugs on the basis of the data so furnished. 


*(7) The applicant shall, while applying for licence to manufacture 
patent or proprietary medicines, furnish to the Licensing Authority evidence 
and data justifying that the patent or proprietary medicines :— 

(i) contain the constitutent ingredients in therapeutic/prophylactic 


quantities as determined in relation to the claims or conditions 
for which the medicines are recommended for use or claimed 


to be useful; 


**Added by G.S.R.No. 444 dated 28-4-1973 (Govt. of India Notification No. 


X. 11014/4/72-D (Pt.) dated’31st March, 1973). ° 
*Added or amended by G. S. R. No. 515 dated 10-4-1976 (Govt. of India 


Notification No. X. 11013/4/75-D&M.S dated the 24th March, 1976). 
@Amended by G.S. R. No. 926 dated 16-7-1977 (Govt. of India Notifiction 
No. X. 11014/6/76-D & MS. dated 24/6/1977). 
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(ii) are safe for use in the context of the vehicles, excipients, addi- 
tives and pharmaceutical aids used in the formulations | and 
under the conditions in which the formulations for administra- 
tion and use are recommended; | 


(iii) are stable under the conditions of storage recommended; and 


(iv) contain such ingredients and in such quantities for which there 
is therapeutic justification. 


*76-A : Form of loan licence to manufacture for sale drugs specified 
inSchedules C and C(1) and conditions for the grant or renewal of such 
licence :—A loan licence to manufacture for sale drugs specified in Sche- 
dules C and C(J/) shall be issued in Form 28-A, and the applicant shall, 
while applying for a licence to manufacture patent or proprietary medicines, 
furnish to the Licensing Authority evidence and date justifying that the 
patent or proprietary medicines; 


(i)« certain the constituent ingredients in therapeutic /prophylactic 
quantities as determined in relation to the claims or conditions 
for which the medicines are recommended for use or claimed 
to be useful; 


(ii) are safe for use in the context of the vehicles, excipients, addi- 
tives and pharmaceutical aids used in the formulations, and 
under the conditions in which the formulations for administra- 
tion and use are recommended; 


(iii) are stable under the conditions of storage recommended; and 


(iv) contain such ingredients and in such quantities for which there 
is therapeutic justifications. 


+77. Duration of licence.—An original licence in Form 28 or a renewed 
licence in Form 26, unless sooner suspended or cancelled shall be valid up 
to the 31st December of the year following the year in which it is granted 
or renewed. 


**Provided that if the application for the renewal of a licence is made 
before its expiry, or if the application is made within six months of its expiry 
after payment of additional fee, the licence shall continue to be in force until 
orders are passed on the application and the licence shall be deemed to have 
expired if the application for its renewal is not made within six months of its 
expiry. 

@@78. Conditions of licence—A licence in Form 28 shall be subject 
to the special conditions, if any, set out in Schedule F or Schedule F(1), as 


the case may be, which relate to the substance in respect of which the licence 
is granted and to the following general conditions— 


(a) (i) The licensee shall provide and maintain an adequate staff 
and adequate premises and plant for the proper manufacture and storage 
PIED OIE SE IETS TIENTS =O TDI ET SSS TERRE RE SES NR 

+Amended under Government of India Notification No. F. 1-10/62-D, dated 10th’ 
April, 1964. 
@@ Amended by Govt. of India, Ministry of Health, F. P., W. H. and U. D. 
Notification No. F. 1-6/62-D, dated 2nd July, 1969. 
#*Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. 
X. 11014/12/72-D, dated the Sth June, 1972). 


*Added or Amended by G. S. R. No. 515 dated 10-4-1976 (Govt. of India Notification 
o. X.11913/4/75-D & M.S.) 
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of the substances in respect of which the licence is issued; (ii) »''hout pre- 
judice to the generality of the foregoing requirement, every holder of 4 
licence who for any purpose engaged in the culture or manipulation i patho- 
genic spore-bearing micro-organisms shall provide to the satisfaction of the 
Licensing Authority separate laboratories and utensils and apparatus icquired 
for the culture or manipulation of such micro-organ'sms, the laboratories, 
utensils and apparatus so provided not being used for the manufacture of 


any other substance; 


**(b) The licensee shall provide and maintain staff, premises and 
equipment as specified in rule 76; 


@(c) (i) The licensee shall maintain records of manufacture as per 
particulars given in Schedule U. 


(ii) The licensee shall either in his own laboratory or in any laboratory 
approved by the Licensing Authority under Part XV(A) of these rules test 
each batch or lot of the raw material used by him for the manufacture of 
his product and also each batch of the final product and shall maintain re- 
cords or registers showing the particulars in respect of such tests as specilied 
in Schedule U. The records or registers shall be retained in the case of a 
substance for which a potency date is fixed for a period of two years from 
the expiry of such date, and in the case of other substances for a period of 
five years from the date of manufacture. 


(d) The licensee shall allow an *Inspector appointed under the Act 
to enter, with or without prior notice, any premises where the manufacture 
is carried on and to inspect the premises, and in the case of substances speci- 
fied in Schedules C and C(1), to inspect the plant and the process of manu- 
facture and the means employed for standardizing and testing the substance; 


(e) The licensee shall allow an *Inspector appointed under the Act, 
to inspect all registers and records maintained under these rules and to take 
samples of the manufactured product and shall supply to such Inspector such 
inforniation as he may require for the purpose of ascertaining whether the 
provisions of the Act and Rules thereunder have been observed; 


(f) The licensee shall from time to time report to the Licensing Authority 
any changes in the expert staff responsible for the manufacture or testing 
of the substance and any material alterations in the premises or plant used 
for that purpose which have been made since the date of the last inspection 
made on behalf of the Licensing Authority before the issue of the licence; 


*(¢) the licensee shall on request furnish to the Licensing Authority, 
_ Controlling Authority or to such authorities as the Licensing Authority or 
the Controlling Authority may direct, from every batch of drug as the licen- 
sing authority or the Controlling Authority may from time to time specify, 
a sample of such quantity as may be considered adequate by such 


@Amended by Govt. of India, Ministry of Health, F. P. and U. D. Notification 


No. F. 1-20/64-D, dated the 26th October, 1968. 
1Amended by G. S. R. No. 444, dated 28-4-1973 (Govt. of India Notification No. 


X. 11014/4/72-D (Pt), dated the 31st March, 1973). 
** Added or amended by Govt. of India Notification No. F-1-16/57-D, dated 15th 


June, 1957. 
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authority for any examination and, if so required, also furnish, full proto- 
cols of the tests which have been applied. 


(h) If the Licensing Authority or the Controlling Authority so directs, 
the licensee shall not sell or offer for sale any batch in respect of which a 
sample is, or protocols are furnished under the last preceding sub-paragraph 
until a certificate authorizing the sale of the batch has been issued to him 
by or on behalf of the Licensing Authority or the Controlling Authority. 


(i) The licensee shall on being informed. by the Licensing Authority 
or the Controlling Authority that any part of any batch of the substance has 
been found by the Licensing Authority or the Controlling Authority not to 
conform with the standards of strength, quality or purity specified in these 
Rules and on being directed so to do, withdraw the remainder of that batch 


trom sale and so far as may in the particular circumstances of the case be 
practicable recall all issues already made from that batch; 


Gj) No drug manufactured under the licence shall be sold unless the 
precautions necessary for preserving its properties have been observed 
throughout the period after manufacture; 


(k) The licensee shall comply with the provisions of the Act and of 
these rules and with such further requirements, if any, as may be specified 
in any rules subsequently made under Chapter [V of the Act, provided that 
where such further requirements are specified in the rules, these would 
come into force four months after publication in the Official Gazette. 


@@(I) The licensee shall maintain an Inspection Book in Form 35 
to enable an Inspector to record his impressions and defects noticed. 


*(m) The licensee shall maintain reference samples from each batch of 
the drugs manufactured by him in a quantity which is at least twice the 
quantity of the drug required to conduct all the tests performed on the 
batch. In case of drugs bearing an expiry date on the label, the reference 
samples shall be maintained for a period of three months beyond the date 
of expiry of potency. In case of drugs where no date of expiry is speci- 
fied on the label the reference samples shall be maintained for a period of 
three years from the date of manufacture. 


@@78-A. Conditions of licence in Form 28-A.—(1) The licence 
in Form 28-A shall be deemed to be cancelled or suspended, if the licence 
owned by the licensee in Form 28 whose manufacturing facilities have 
been availed of by the licensee is cancelled or suspended, as the case may 
be, under these rules. 


(2) The licensee shall comply with the provisions of the Act, and of 
these rules and with such further requirements if any, as may be specified 
in any rules subsequently made under Chapter IV of the Act, provided 
that where such further requirements are specified in the rules, those would 
come into force four months after publication in the Official Gazette. 


( 3) The ficensee shall test each batch or lot of the raw material used 
by him for the manufacture of his products and also each batch of the final 


product and shall maintain records or registers showing the particulars in 


@@Amended by Govt. of India Ministry of Health, F.P. and U.D. Notification 
No. F.1-14/68-D, dated the 26-10-68. 

*Added by GS.R. No. 444 dated 28-4-1973 (Govt. of India Notification No. X. 
11014/4/72-D(Pt.) dated the 31st March, 1973). 
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respect of such tests as specified in Schedule U. Records or registers 
shall be retained, in the case of a substance for which a potency date is 
fixed, for a period of two years from the expiry ol! such date and in the 
case of other substances, for a period of five years trom the date of manu- 
facture. The licensee shall allow an Inspector to inspect all registers anc 
records maintained under these rules and shall supply to the Inspector such 
information as he may require for the purpose of ascertaining whether the 
provisions oi the Act and these rules have been observeu. 


(4) The licensee shall either (i) provide and maintain to the satis- 
faction of the Licensing Authority adequate staff and adequate laboratoiv 
facilities for carrying out tests of the strength, quality and purity of — the 
substances manufactured by him or (i/) make arrangements with some 
instituhon approved by the Licensing Authority for such tests to be regu- 
larly carried out on his behalf by the institution. 


*(5) The licensee shall furnish to the Licensing Authority, if required 
to do so, data on the stability of drugs which are likely to deteriorate 
for fixing the date of expiry which would be printed on the labels of such 
drugs on the basis of the data so furnished. 


*(6) the licensee shall maintain reference samples from each batch of 
the drug manufactured by him in a quantity which is at least twice the 
quantity of the drug required to conduct all the tests performed on the 
batch. In case of drugs bearing an expiry date on the labels, the refe- 
rence samples shall be maintained for a period of three months beyond the 
date of expiry of potency. In case of drugs where no date of expiry 
of potency is specified on the label, the reference samples shall be: maintained 
for a period ot three years from the date of manufacture. 


79. Inspection before grant of licence.—Before a ticence in Form 28 
is issued, the Licensing Authority shall cause the establishment in which the 
manufacture is proposed to be conducted to be inspected by one or more 
Inspectors appointed by it for the purpose, and the Inspector or Inspectors 
shall examine all portions of the premises and the plant and appliances, 
inspect the process of manufacture intended to be employed and the means 
to be employed for standardizing and testing the substances to be manufac- 
tured and enquire into the professional qualifications of the technical staff 
to be emplcyed. 


80. Report by Inspector—The Inspector or Inspectors shall forward to 
the Licensing Authority a detailed descriptive report of the result of the 
inspection. 


81. Procedure of Licensing Authority—(1) If the Licensing Autho- 
rity after such further enquiry, if any, as he may consider necessary, is 
satisfied that the requirements of the Rules under the Act have been 
complied with and that the conditions of the licence and the Rules under 
the Act will be observed, he shall issue a licencein Form 28. 


(2) If the Licensing Authority is not so satisfied, he shall reject the ap- 
plication and shall inform the applicant of the reasons for such rejection 
and of the conditions which must be satisfied before a licence can be granted 
and shali supply the applicant with a copy of the inspection report. 


“Added by GS.R. No. 444 dated 28th April, 1973 (Govt, of India Notification No. 
X. 11014/4/72-D (Pt.) dated the 31st March, 1973). 
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482. Further application after re,ection.—If within a period of Six 
months from the rejection of an application for a licence the applicaat 
informs the Licensing Authority that the conditions laid duwn have been 
satisfied and deposits an inspection fee of rupees fifty the Licensing Autho- 
rity may, if after causing a further inspection to be made, he is satisfied that 
the conditions for the grant of a licence have been complied with, issue a 
licence in Form 28. 

§3. Renewal.—On application being made for renewal, the licensing 
authority may. cause ar inspection to be made and, if satisfied that the 


condition of the licence and the Rules under the Act are, and will continue 
te be observed, shall issue-a certificate of renewal in Form 26. 


*83-A_ Certificate of a renewal of a loan licence.—The certificate of 
renewal of a Joan licence in Form 28-A shall be issued in Form 26-A. 


———— 


+83-4.A. Duration of loan licence——An original loan licence in Form 
28-A cr a renewed loan licence in Form 26-A, unless sooner suspended or 
cancelled, sna!! be valid up to the 31st December, of the year following the 
year in which it is granted or renewed. 


**Provided that if the application for the renewal o1 a licence is made 
before its expiry, or if the application is made within six months of its 
expiry, after payment of the additional fee, the licence shall continue to be 
in force until orders are passed on the application and the licence shall be 
deemed to have expired if the application for its renewal is not made with- 
in six mouths of its expiry. 


84. The provisions ot this Part shall apply to the manufacture of drugs 
Ea sale notwithstanding taat such drugs are manufactured for sale outside 
ndia. Bs a 


*#84-4,. Provision for appeal to the State Government by party whose 
licence has not been granted or renewed. 


Any person who is aggrieved by the order passed by the Licensing 
Authority refusing to grant or renew a licence in Form 25, 25-A, 25-B, 
26, 26-A, 26-B, 28 and 28-A may within thirty days from the date of 
receipt of such order, appeal to the State Government and the State Gov- 
ernment may, after such enquiry into the matter as it considers necessary 
and after giving the said person an opportunity for representing his views 
in the matter, make such order in relation thereto as it thinks fit. 


84-4A. Additional information to be furnished by an applicant for 
licence or a licensee to the L.icensing Authority. 


The application for the grant of a licence or any person granted a licence 
under this Part shall, on demanc, furnish to the Licensing Authority, before 
the grant of the licence or during ‘he period the licence is in force, as the 
case may be, documentary evidence n respect of the ownership or ovcupa- 
tion rental or other basis of the premises, specified in the application for 


*Added, or amended by Government of India Notification No. F. 1-16 $7-D, 
dated 15-6 1959. 
_ tAdded under Governmert of India Notification No. F. 1-10 /62-D. dated 10th 
April, 1964. 
**Amended or added by § G. No. 2129 tated 12th August. 1972 (Government 
of India Notification No. X. 11014/12/72-D, dated the Sth June, 1972). 
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licence or in the licence granted, constitution of the firm, or any other 
relevant matter, which may be required for the purpose of verifying the 
correctness of the statements made by the applicant or the lincensee, while 
applying for or after obtaining the licence, as the case may be. 


***84-B. Prohibition for the manufacture for sale of cyclamates and 
preparations containing cyclamates, 


No person shall manufacture for sale cyclamates and preparations con- 
taining cyclamates. 

85. Cancellation and _ suspension of licences.—(1) The Licensing 
Authority may, after giving the licensee an opportunity to show cause why 
such an order should not be passed by an order in writing stating the 
reason therefor, cancel a licence issued under this Part or suspend it for 
such period as he thinks fit, either wholly or in respect of some of the sub- 
stances to which it relates, if, in his opinion, the licensee has failed to 
comply with any of the conditions of the licence or with any provision of 
the Act or Rules thereunder. 


*(2) A licensee whose licence has been suspended or cancelled may, 
within three months of the date of the order under sub-rule (/), prefer an 
appeal against that order to the State Government, which shall decide the 


same. 
{PART VII-A—MANUFACTURE FOR SALE OF HOMOEOPATHIC MEDICINES 


85-A. Manufacture on more than one set of premises.—If Homoeo- 
pathic medicines are manufactured in more than one set of premises a 
separate application shall be made and a separate licence shall be obtained 
in respect of each such set of premises. 


85-B. Application for licence to manufacture Homoeopathic medi- 
cines.—(1) Application for grant or renewal of licences to manufacture for 
sale of Homoeopathic medicines shall be made to the Licensing Authority 
appointed by the State Government for the purpose of this Part (hereinafter 
= yews referred to as the Licensing Authority) and shall be made in 

orm 24-C. 


**(2) The application in Form 24-C shall be accompanied— 


(a) by a fee of rupees forty for the manufacture of Homoeopathic 
mother tinctures and potentised preparations and an _imspec- 
tion fee of rupees ten for the first inspection or rupees five in 
case of inspection for renewal of licence; 


(b) by a fee of rupees twenty for the manufacture of Homoeopathic 
potentised preparations only, and an inspection fee of rupees 
five for the first inspection or rupees two and fifty paise in 
case of inspection for renewal of licence; 

Sls ie are ee 
***Added by S.O. No. 2358 dated 26-8-1972 (Govt. of India Notification No. 
*. 11014/1/72-D, dated the 21st June, 1972). 

tAdded under Government of India Notification No. F. 1-35/64-D, dated 18th 
August, 1964. 

** Amended by G.S. R. No. 245 dated 11-2-1976 (Govt. of India Notification No. 
%. 11013/5/72-D & M.S. dated the 3rd Feb., 1976). 

*Amended by GSR No. 926 dated 16/7/1977 (Govt. of India Notification No. X. 
41014/6/76-D&MS dated 24/6/1977) 
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(c) by a fee of rupees twenty for the manufacture of potentised pre-- 
paration from back potencies by pharmacies which are already 
licensed to sell Homoeopathic medicines by retail and an 
inspection fee of rupees five for the first inspection or rupees. 
two and fifty paise in case of inspection for renewal of licence. 


**(3) If a person applies for renewal of a licence after its expiry but 
within six months of such expiry, the fee payable for the renewal of such 
a licence shall be— 


(a) rupees forty plus an additional fee at the rate of rupees twenty 
per month or part thereof and an inspection fee of rupees five 
for the manufacture of Homoeopathic mother tinctures and 
potentised preparations; 


(b) rupees twenty plus an additional fee at the rate of rupees ten 
per month or part thereof and an inspection fee of rupees two 
and fifty paise for the manufacture of Homoeopathic potentised 
preparations only; 


(c) rupees twenty plus an additional fee at the rate of rupees ten 
per month or part thereof and an inspection fee of rupees two 
and fifty paise for the manufacture of potentised preparations 
from back potencies by pharmacies who are already licensed 
to scll Homoeopathic medicines by retail. 


(4) A fee of rupees ten shall be paid for a duplicate copy of the licence 
for the manufacture of Homoeopathic mother tinctures and potentised pre- 
parations issued under sub-rule (1) if the original is defaced, damaged or 
lost. | While the fee to be paid for such a duplicate copy of the licence for 
the manufacture of Homoeopathic potentised preparations only shall be 
rupees five. 


85C. Application to manufacture ‘New Homoeopathic medicines — 
Subject to the other provisions of these Rules— 


eed) gllO ‘New Homoeopathic medicine’ shall be manufactured unless 
jt is previously approved by the Licensing Authority mentioned in rule 21; 


(2) the manufacturer of ‘New Homoeopathic medicine’, when applying 
to the Licensing Authority mentioned in sub-rule (J) shall produce such 
documentary and other evidence as may be required by the Licensing 
Authority for assessing the therapeutic efficacy of the medicine including 
the minimum provings carried out with it. 


(3) While applying for a licence to manufacture a ‘New Homoeopathic 
medicine’ an applicant shall produce along with his application evidence 
that the ‘New Homoeopathic medicine’ for the manufacture of which appli- 
cation is made has already been approved. 


Explanation.—The term ‘New Homoeopathic medicine’ in this rule 
shall have the same meaning as in rule 30-AA. 
**Amended by G.S.R.No. 245 dated 11th February, 1976 (Govt. of India Noti j 
x .11013/5/72-D & MS dated the 3rd February, 1976). : wae ere 
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@85-D. Form of licence to manufacture Homoeopathic medicines,— 
Licence for manufacture of Homoeopathic medicines is a licence to manu- 
facture potentised preparations from back potencies by Pharmacies who 
are already licensed to sell Homoeopathic medicines by retail and shall be 
granted in Form 25-C. 


85-E. Conditions for the grant or renewal of a licence in F orm 25C.— 
Before a licence in Form 25-C is granted or renewed the following conditions 
Shall be complied with by the applicant :— 


(1) The manufacture of Homoeopathic medicines shall be conduct- 
ed under the direction and supervision of competent technical 
staff consisting at least of one person who is a whole time 
employee and who has at least five years experience in the 
manufacture of Homoeopathic medicines. 


@(2) The factory premises shall be clean and the manufacture shall 
be carried out under hygienic conditions. | 


(3) The applicant for manufacture of Homoeopathic mother tinc- 
tures shall either (i) provide and maintain adequate staff, 
premises and laboratory equipment for identifying the raw 
materials and for testing the mother tinctures wherever possi- 
ble, or (ii) make arrangements with some institution approved 
by the Licensing Authority under Part XV(A) of these rules 
for such tests, wherever possible, to be regularly carried out on 
his behalf by that institution. 


(4) The premises where Homoeopathic medicines are manufactured 
shall be distinct and separate from the premises used for resi- 
dential purposes. 


(5) Homoeopathic medicines shall not be manufactured simultane- 
ously with drugs pertaining to other systems of medicine. 


(6) The applicant shall make arrangements for proper storage of 
Homoeopathic medicines manufactured by him. 


@Provided that in case potentised preparations are made in a Pharmacy 
holding licence in Form 20-C, the conditions (2) and (3) shall not apply. 
The licensee shall ensure to the satisfaction of the Licensing Authority that 
the products manufactured by it, conform to the claims made on the label. 


__ 85-F. Duration of licence-—An original licence or a renewed _ licence 
unless it is sooner suspended or cancelled shall be valid upto the 31st Decem- 
ber of the year following the year in which it is granted or renewed. 


**Provided that if the application for renewal of a licence in force is 
made before its expiry or if the application is made within six months of 
its expiry, after payment of additional fee, the licence shall continue _ to 


@Amended by Govt. of India, Min. of Health, F. P., W.H. & U. D. Notification 
No. F. 1-59/68-D, dated 19th Nov., 1969. 

**Amended by S.O. No. 2139 dated 12-8-1972(~ ovt. of India Notification No. 
* ,11014/12/72-D, dated the 5th June, 1972). 
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be in force until orders are passed on the application and the licence shall 
be deemed to have expired if application for its renewal is not made 
within six months of its expiry. 

85-G. Certificate of renewal.—The certificate of renewal of a licence 
in Form 25-C shall be issued in Form 26-C. 


- 88-H. Conditions of licence.—A licence in Form 25-C shall be_ sub- 
ject to the conditions stated therein and to the following further conditions, 
namely :— ‘ 
(a) the licensee shall provide and maintain staff and premises as 
specified in rule 85-E; 
(b) the licensee shall allow an ***Inspector appointed under the 
Act to enter, with or without prior notice, any premises where 
the manufacture of a Homoeopathic medicine in respect of 
which the licence is issued is carried on, to inspect the premises 
and to take sacples of the manufactured Homoeopathic medi- 
cies; 


(c) the licensee shall allow an Inspector to inspect all registers and 
records maintained under these rules and shall supply to the 
Inspector such information as he may require for the purpose 
of ascertaining whether the provisions of the Act and the Rules 
made thereunder have been observed; 


+(d) the licensee shall maintain an Inspection Book in Form 35 to 
enable an Inspector to record his impressions and defects 
noticed; 
(e) the licensee shall comply with the following conditions in res- 
pect of mother tinctures manufactured by him— 


(i) the crude drug used in the manufacture of the mother 
tincture shall be identified and records of such identifica- 
tion shall be kept; 


(ii) the total solids in the mother tincture shall be determined 
and records of such tests shall be kept; 


(iii) the alcohol content in the mother tincture shall be deter- 
mined and records of the same shall be maintained; 


(iv) the containers of mother tinctures shall preferably be of 
glass and shall be clean and free from any sort of im- 
purities or adhering matter. The glass shall be neutral 
as far as possible; 


(v) in the process of manufacture of mother tinctures hygienic 
conditions shall be scrupulously observed by the licensee. 
Storage and handling conditions shall also be properly 
observed by the licensee according to Homoeopathic 
principles. 

(f) records shall be maintained of Homoeopathic medicines con- 
taining alcohol and the quantities sold together with names and 
addresses of parties to whom sold. 

#** Amended by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notification No. 
%. 110!4/4/72-D(Pt.) dated the 31st. March, 1973). 


’ 
+Amended by Govt. of India, Mini try of Health & F. P.U.D. Notification No. 
F-1-14/ 68-D, dated 26-10-68. 
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_ *85-1H. Additional information to be furnished by an applicant for the 
licence or a licensee to the Licensing Authority. 


_ The applicant for the grant of licence or any other person granted a 
licence under this Part shall, on demand, furnish to the Licensing Authority, 
before the grant of the licence or during the period the licence is in force, as 
the case may be, documentary evidence in respect of the ownership or occu- 
pation in rental or other basis of the premises, specified in the application 
for licence or in the licence granted, constitution of the firm or any other 
relevant matters which may be required for the purpose of verifying the 
correctness of the statements made by the applicant or the licensee, while 
applying for or after obtaining the licence, as the case may be. 


85-I. Cancellation and suspension of licences—(1) The Licensing 
Authority may, after giving the licensee an opportunity to show cause 
why such an order should not be passed, by an order in writing stating 
the reasons therefor, cancel a licence issued under this Part or suspend 
if for such period as he thinks fit, either wholly or in respect of some 
of the substances to which it relates if, in his opinion, the licensee has 
. failed to comply with any of the conditioas of the licence or with any 
provisions of the Act or Rules made thereunder. 


**(2) A licensee whose licence has been suspended or cancelled may, 
within three months of the date of the order under sub-rule (1), prefer an 
appeal against that order to the State Government, which shall decide the 


same, 
PART VIII—MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS 


86. Conditions relating to manufacture for examination, test or analy- 
sis—The provisions of Section 18 of the Act shall not apply to the manufac- 
ture of any drug in small quantities for the purpose of examination, test 
or analysis if the conditions prescribed in this Part are fulfilled. 


87. Labelling —Any drug manufactured for the purpose of examination, 
test or analysis shall be kept in containers bearing labels indicating the pur- 


pose for which it has been manufactured. 


88. Labelling of drugs supplied to other persons.—Itf any drug manufac- 
tured for the purpose of examination, test or analysis is supplied by the 
manufacturer to any other person, the container shall bear a label on which 
shall be stated the name and address of the manufacturer, the accepted scien- 
tific name of the substance if known, or if not known a reference which will 
enable the substance to be identified and the purpose for which it has been 


manufactured. 


89. Licence.—If the person proposing to manufacture a drug for the 
purpose of examination, test or analysis does not hold a licence in Form 25 
or Form 28 in respect of such drugs he shall, before commencing — such 
manufacture, obtain a licence in Form 29. 


———— 


*Added by §.0. No. 2139 dated 12-8-1972 (Govt. of India Notification No. 


X. 11014/12/72-D, dated the Sth June, 1972). ; 
**Amended by G.S.R. No. 926 dated 16-7-1977 (Govt. of India Notification No. 


X. 11014/6/76-D&MS dated 24-6-1977). 
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*Provided that in the case of a drug the composition of which is_ such 
that the drug is not generally recognised among experts qualified by scientific 
training and experience to evaluate the safety of drugs as safe for use, no 
licence in Form 29 shall be granted unless the applicant produces a certificate 
from the “Licensing Authority” mentioned in rule 21, to the effect that there 
would be no objection to such licence being granted. 


90. Form of application—(U) An application for a licence m Form 29 
shall be made to the Licensing Authority appointed by the State Govern- 
ment for the purposes of this Part (hereafter in this Part referred to as. 
the Licensing Authority) in Form 30 and shall be made by or countersign- 
ed by the head of the ‘nstitution in which, or a director of the firm or com- 
pany by which, the substance will be manufactured. 


***#(2) Every application in Form 29 shall be accompanied by a fee of 
tupees fifteen. 


91. Duration of licence.-—A licence in Form 29 shall, unless sooner cafi- 
celled, be in force for a period of one year from the date of ssue, and may 
thereafter be renewed for periods of one year at a time. 


92. Gonditions of licnce—A licence in Form 25 shall be subject to 
the following conditions— 


(a) the licensee shall use the drugs manufactured uader the licence 
exclusively for purpose of examination, test or analysis, and 


shall carry on the manufacture and examination, test or analysis 
at the place specified in the licence; 


(b) the licensee shall allow any **Inspector appointed under the 
Act to enter, with or without notice, the premises where the 
drugs arte manufactured and to satisfy himself that only exami- 
nation, test or analysis work is being conducted; 


(c) the licensee shall keep a record of the quantity of drugs manu- 
factured for examination, test or analysis and of any person OF 
persons to whom the drugs have been supplied; 


(d) the licensee shall comply with such further requirements, if any, 
applicable to the holders of licences in Form 29 as may be 
specified in any Rules subsequently made under the Act and ct 
which the Licensing Authority has given him not less than one 
month’s notice; 


(e) the licensee shall maintain an Inspection Book to enable an Ins- 
pector to record his impressions and defects noticed. 


93. Cancellation of licences—(1) The Licensing Authority may after 
giving the licensee an opportunity to show cause why such an order should 
not be passed, by an order in writing stating the reasons therefor, cancel a 
licence issued under this Part, either wholly or in respect of some of the sub- 
stances to which it relates, if, in his opinion, the licensee has failed to comply 


” Mgr under Government of India | Notification No. F. ~ 4-19/59-D, ‘dated 


«* Amended by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notificati 
11014/4/72-D(Pt.) dated, 31st March, 1973). ( of In - otification No. 


+** Added by S.O. No, 903 dated 28-2-1976 (Govt. of India Notificati 
X. 11013/2/75-D&MS dated the 10th February, 1976). gee iescc aie. 
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———— 
any provision of the Act 


a *,* 
with any of the conditions of the licence or with 
or Rules thereunder. 


*(2) A licensee whose licence has been Suspended or cancelled may 
appeal to the State Government within three months of the date of the order, 


PART IX—LABELLING AND PACKING OF DRUGS OTHER THAN HOMoOEO- 


PATHIC MEDICINES 


94. Exemption of certain drugs from certain Provisions of this Part.— 
(7) Labels On packages or containers of drugs for export shall be adapted to 


position on the innermost container in Which the drug is packed and every 
Other covering in which that container is packed : 


(a) name of the drug; 

(5) the name, address of the manufacturer and the number of thc 
licence under which the drug has been manufactured; 

(c) batch or lot number; 


(d) date of expiry, if any. 


¥(2) The provisions of rules 96 to 101 inclusive, shall not apply to a 
medicine made up ready for treatment, whether after or without dilution, 
which is supplied on the prescription of a registered medica] practitioner 
provided that : 

(?) the medicine is labelled with the following particulars :— 

(a) The name and address of the supplier; 
(6) The name of the patient and the quantity of the medicine; 


(c) The number representing serial number of the entry in the 
prescription register; 


(d) The dose, if the medicine is for internal use; 


(¢) The words ‘FOR EXTERNAL USE ONLY’ if. the medicine 
is for external application, and the words “POISON” and 
“FOR EXTERNAL USE ONLY” in the manner prescribed in 
Tule 98 if the medicine is for external use and contains a subs- 
tance specified in Schedule E. 


(7i) Condition (3) of the conditions in rule 65 is Satisfied. 


95. Prohibition of safe or distribution unless labelled.—Subject to the 
ether provisions of these Rules, no person shall sell or distribute any drug 
(including a patent or proprietary medicine) unless it is labelled in accor- 
dance with these Rules. ; 


*Amended by Government of India, Ministry of Health and F.P., W.H. and U.D. 


Notification No. F. 1-10-68-D, dated the 17th June, 1969, 
tAmended by Government of India Notification No. F, 1-19/59-D, dated 13-6-1961. 
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*96, Manner of Labelling :—) Subject to the other provisions of 
these rules, the following particulars shall be either printed or written in 
indelible ink and shall appear ‘n a conspicuous manner on the label of 
the innermost container of any drug and on every other covering in which 
the container is packed, namely :— : 


(i) The name of the drug 


For this purpose, the proper name of the drug shall be given 

in an equally conspicuous manner as the trade name, if any, 

and shall be— 

(a) for drugs included in Schedule F or Schedule F(/), the 
name given therein; 


(a) for drugs included in Schedule F or Schedule F( ]), the 


‘LP. -or, as the cas¢é may be by the recognised abbrevia- 
tions of the respective official pharmacopoeias and offic:a! 
: compendia of drug standards; : 


(c) for drugs included in the National Formulary of India, the 
name or synonym specified therein followed by the letters 
‘Nori 


-(d) for other drugs, the international non-proprietary name, if 
any, published by the World Health Organisation or where 
an international non proprietary name is not published, the 
name descriptive of the true nature oF origin of the subs- 
tance; 


(ii) A correct statement of the net content in terms of weight, mea- 
sure, volume, number of units of contents, number of units of 


activity, as the case may be, and the weight, measure and volume 
shall be expressed in Metric system, 


(iii) The content of active ingredients. 
This shall be expressed — \ 


(a) for oral liquid preparations in terms of the content per 
single dose, the dose being indicated in 5 millilitres or 
multiple thereof : 


Provided that where the dose is below 5 millilitres the 
contents of active ingredients may be expressed in terms 
of one millilitre; 


(b) for liquid parenteral preparations ready for administration 
in terms of 1 millilitre or percentage by volume Or per 
dose in the case of a single dose container : 


Provided that if the preparation is contained in an ampoule 
it will be enough if the composition is shown on the label 


sAmended under G.S.R. No. 19 dated 7-1-1978 (Govt. of India Notificati ; 
X. 11013/1/77-D&MS dated 15-12-1977. a 
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or wrapper affixed to any package in which such ampoule 
is issued for sale: 


(c) for drugs in solid form intended for parenteral administra- 
tion, in terms of units or weight per milligramme or 
gramme; 


(d) for tablets, capsules, pills and the like, in terms of the con 
tent in each tablet, capsule, pill or other unit, as the case 
may be; 


(e) for other preparations, in terms of percentage by weight or 
volume or in terms of unitage per gram or millilitre, as 
the case may be : 


Provided that clause (iii) shall not apply to pharmacopoeial 
preparation where the composition of such preparation 
is specified in the respective pharmacopoeia and to a pre- 
paration included in the National Formulary of India; 


(iv) The name and address of the manufacturer : 


Provided that if the drug is contained in an ampoule or a 
similar small container, it shall be enough if only the name of 


the manufacturer and his principal place of business is shown; 


(v) A distinctive batch number, that is to say, the number by re- 
ference to which details of manufacture of the particular batch 
from which the substance in the container is taken are __re- 
corded and are available for inspection, the figure representing 
the batch number being preceded by the words ‘Batch No.’ or 
‘B. No.’ or ‘Batch’ or ‘Lot No.’ or ‘Lot’; 


NOTE 


(1) In the case of drugs manufactured by a continuous process, like 
manufacture of magnesium sulphate, pharmaceutical chemicals 
etc., the production resulting in one homogeneous mix of the 
finished products shall be considered as one “Batch”, 


(2) In the case of powders, liquid orals, ointments, etc., one “Batch 
Number” shall be assigned to all the containers filled from one 
homogeneous bulk. | 


(3) In the case of tablets, capsules, lozenges, troches, etc. one 
“Batch Number” shall be assigned to the products manufactur- 
ed from one homogeneous mix ready for compression or filling. 


(4) In the case of parenteral preparations sterilized by steam under 
pressure, one “Batch Number” shall be assigned to all containers 
filled from one homogeneous bulk solution and sterilized in one 
serilizer load. 


(5) In the case of containers of parenteral preparations filled from 
one homogeneous bulk solution and sterilized in more than one 
sterilizer load, the “Batch Number” assigned to the containers 
in the different sterilizer loads shall be the same “Batch Num- 
ber” as is assigned to the homogeneous bulk solution, provided 


150 THE DRUGS AND COSMETICS RULES 
SS een 


oe ihe a ee eer 
the samples taken from all the sterilizer loads pass the sterility 

_ test, and are kept separate from one another until the report 
of the sterility test is available. | 


EXPLANATION :—For the purpose of chemical and other tests, 
representative samples from all containers filled from the homogeneous bulk 


~ salution should be taken. 


(6) In the case of parenteral and other sterile products filled asept- 

cally, a “Batch. Number” shall be assigned to all containers 

filled from one homogeneous mix during one filling operation, 
the filling operation being completed in a period of not more 
than a day and during which no schedule change in the filling 
assembly is made. 


When containers are filled from one homogeneous mix, in a number of 
filling operations, the “Batch Number” assigned to the containers filled in 
-ndividual filling operations shall be the same “Batch Number” as is assigned 
to the homogeneous mix, provided the samples taken from all the different 
filling operations pass the sterility tests, and are kept separate from one ano- 
ther until the report of the sterility test 1s available. 


EXPLANATION—For the purpose of chemical and other tests, [e- 
presentative samples from all containers filled from the homogeneous mix 
should be taken. 


(7) In the case of medicinal gases produced by a continuous process 
of operation a week’s production from one tank load shall be 
considered as a Batch: 


(vi) Every drug manufactured in India shall bear on its label the 

number of the licence under which the drug 1s manufactur- 

ed, the figure representing the manufacturing licence numbet 
being preceded by the words “Manufacturing Licence Number” 
or “Mfg. Lic. No.” or “WEL 5 


(vii) Drugs specified in Schedule P and their preparations including 
combinations with other drugs shall bear on their labels the 


shall not exceed that Jaid down in the said Schedule under the 
conditions of storage notified by the Licensing Authority 
specified in sub-rule (1) of rule 59; 


Provided that this period may be extended by the Licensing 
Authority specified in clause (b) of rule 21 in respect of any 
specified drug if satisfactory evidence is produced by the manu- 
facturer to justify such an extension; 


Drugs specified in Schedule C(1) and their preparations includ- 
ing combinations with other drugs shall bear on the labels (a) 
the date of manufacture, (b) date of expiry of potency fixed 
by the manufacturer, and (c) where such drugs are imported, 
aiso the number of licence under which the drug is imported, 
preceded by the words “Import Licence”. 


esa 


- 
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(ix) 


(2) 


(3) 


(4) 
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Provided that no reference shall be made to any other licence 
number granted by any authority outside India on any label or 
container or in any covering in which the container is packed 
or in any other matter or advertisement enclosed therewith; 


Every drug intended for distribution to the medical profession 
as a free sample shall, while complying with the labelling provi- 
sions under clauses (i) to (viii), further bear on the label of 
the container the words ‘Physician’s Sample—Not to be sold’ 
which shall be overprinted. 


(i) The particulars to be printed or written on the label of a 
mechanical contraceptive shall be as specified in Schedule 


(ii) The following particulars, in addition to those specified 
under sub-rule (/) shall be either printed or written in 
indelible ink and shall appear in a conspicuous manner on 
the label of the innermost container and on every other 
covering in which the container of a contraceptive, other 
than a mechanical contraceptive, is packed, namely :— 


(a) the date of manufacture; 
(b} the date upto which the contraceptive is expected to re- 


tain its properties; 

(c) the storage conditions necessary for preserving the proper- 
ties of the contraceptive upto the date indicated in sub- 
clause (b) : 


Provided that for oral contraceptives it shall be sufficient to 
display on the label of the container the date of manufacture 
only. 


(i) The particulars prescribed in sub-rule (7) shall be printed 
or written in indelible ink either on the label borne by a 
container of vaccine lymph or on a label or wrapper affixed 
to any package in which the container is issued for sale. 
The said particulars shall be indelibly marked on the seal- 
ed container of surgical ligature or suture or printed or 
written in indelible ink on a label enclosed therein. 


(ii) Nothing in these rules shall be deemed to require the label- 
ling of any transparent cover or of any wrapper, case or 
other covering used solely for the purpose of packing, 
transport or delivery. 


Where by any provision of these rules any particulars are re- 
quired to be displayed on a label on the container, such parti- 
culars may, instead of being displayed on a label, be etched, 
painted or otherwise indelibly marked on the container : 


Provided that, except where otherwise provided in these rules, 
the name of the drug or any distinctive letters intended to refer 
to the drug shall not be etched, painted or otherwise indelibly 
marked on any glass container other than ampoules. 


‘ye 
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Explanation :—For the purpose of this rule, the date of expiry shall be 
in terms of month and year and it shall mean that the drug is recommended 
till the last day of the month. The date of expiry shall be preceded by the 
words ‘Expiry date’. 


97. Labelling of medicines —(1) The container of a medicine for in‘er- 
nal use made up ready for the treatment of human ailments shall— 


(a) If it contains a substance specified in Schedule E, and not speci- 
fied in Schedule G, be labelled with the word “Poison”; 


(b) If it contains a substance specified in Schedule G, be labelled 
with the words “Caution. It is dangerous to take this pre- 
paration except under medical supervision”. 


*(c) If it contains a substance specified in Schedule H, it shall be 
labelled with the words : 


SCHEDULE H DRUG 


“Warning—To be sold by a retailer on the prescription of a Registered 
Medical Practitioner only.” 


+(d) If it contains a substance specified in column 1 of Schedule E 


in a strength below that specified in column 2 thereof, be label- 
led with the words :— 


“Caution.—It is dangerous to exceed the stated dose”’. 


(c) If it contaifis a substance specified in Schedule H, it shall be 
led with the words :— 


SCHEDULE L DRUG 


“Warning—To be sold by a retailer on the prescription of a Registered 
Medicai Practitioner only”. 


~ (2) The container of a embrocation, liniment, lotion, liquid antiseptic 
cr other liquid medicine for external application, which is made up ready 
for the treatment oi human ailments, shall be labelled with the words “For. 
external use only”. If the medicine contains a substance specified in 
Schedule E, the container shall be labelled with the words “Poison. For 
external use only”. 

@(3) The container of a medicine made up ready only for treatment 
of an animal shall be labelled conspicuously with the words ‘Not for human 


use; for animal treatment only’ and shall bear a symbol depicting the head 
of a domestic animal. 


(4) The container of a medicine which is not made up ready for treat- 


ment shall, if the medicine contains a substance specified in Schedule E, be 
labelled with the word “Poison’’, 


Pe A under Government of India Notification No. F. 10-23/49-D. S., dated 
4-11-1952. 


fAdded under Government of India Notification No. F. 1-63/61-D dated 17th 
July, 1963. 


be a by Government of India Notification No. F. 1-63/61-D, dated 17th 
uy, 1963. 


@ Amended by Govt. of India Ministry of Health, F. P., W. H. and U. D, Notification 
No. F.1-6/62-D, dated 2-7-1969, 
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Explanation.—A medicine shall be deemed to be made up ready for 
treatment if it is made up and labelled with a dose ready for use, whether 
after or without dilution. 


| (5) The container of a medicine prepared for treatment of human ail- 
* ments shall if the medicine contains industrial methylated spirit, indicate this 
fact on the label and be labelled with the words :— 


‘For External Use only’. 


98. Manner of labelling —The words with which a container of a medi- 
cine is required to be labelled under Rule 97 shall— 


(a) if the medicine contains a substance specified in Schedule E 
either be in red lettering or be set against a red background, 
and 


<b) in all cases shall be on a separate label or be surrounded, by 

a line within which there shall be no other words except words 

“ny which the container is required to be labelled under these 
ules. 


99. Labelling with the name and address of seller—The container of 
any substance specified in Schedule E, or preparation containing such sub- 
stance shall be labelled with the name and address of the seller and the ad- 
dress of the premises on which it was sold : 


Provided, that when the substance or preparation is sold in a container 
and outer covering, it shall be sufficient if the mame and address of the 
seller appears either on the container or on the outer covering : 


Provided further that when the substance or preparation is supplied from 
a warehouse or depot in the course of wholesale dealing it shall be sufficient 
if the container is labelled with the seller’s principal place of business. 


100. Labelling with the name of substance specified in Schedule E— 
(J) Subject to the provisions of this Rule, the container of any substance spe- 
cified in Schedule E, or preparation containing such substance shall be label- 
led with the name of such substance. 


(2) For the purpose of this Rule, the name of a substance shall be the 
term under which it is included in Schedule E : 


Provided that, where the said term describes a group of substances and 
not the substance specifically, the name of the substance shall be— 


*(a) if the preparation is included in the Indian’ Pharmacopocia, thie 
name or synonym set out therein, or 


*(b) if the preparation is not included in Indian Pharmacopoeia, thie 
international non-proprietary name of the drug, if any, published 


*Amended by under G.S.R. No. 19 dt. 7-1-1978 (Govt. of[ndi: Notification 
No. X. 11013/1/77-D&MS, dated 15-12-1977, 


_— 
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by the World Health Organisation, or where an international 
non-proprietary name is not published the name descriptive of 
the true nature or origin of the substance. 


**(3) In the case of a preparation included in the Indian Pharmaco- 
poeia, it shall be sufficient, notwithstanding anything in the 
foregoing sub-rule, to state the name or Synonym used — to 
describe the preparation in the Indian Pharmacopoeia, with the 
addition of the letters ‘I.P.’. 


‘ 


101. Labelling with the statement of quantity of alcohol or a substance 
specified in Schedule E. (1) Subject to the provisions of this Rule, the label 
of the container of any preparation containing not less than 3 per cent by 
volume of alcohol, or a substance specified in.Schedule E, shall include a 
Statement of the quantity of alcohol or of the said substance contained in 
the preparation as hereafter provided. 


(2) If the preparation contains alcohol, the quantity of alcohol shall be 
Stated in terms of the average percentage by volume of absolute alcohol in 
the finished product. 


*(3) If the preparation contains a substance specified in Schedule ___E, 
the quantity of the substance so specified shall be stated in a manner laid 
down in Rule 96. 


(4) In the case of a preparation containing a substance specified in 
Schedule I, it shall be sufficient to state on the label the particulars specified 
in that Schedule. | 


**(5)In the case of a preparation included in the Indian Pharmacopoeia 
if the container is labelled with the name used to describe the article in the 
Indian Pharmacopoeia with the addition of the letters ‘I.P.’ it shall not be 
necessary to. state on the label the proportion of the substance specified in 
Schedule E contained in the preparation. 


£102. Non-Sterile Surgical Ligature and Suture.—Every container of, 
and wrapper enclosing surgical ligature or suture other than’a ligature or 
Suture offered or intended to be offered for sale as sterile, shall bear a label 
on which are printed or written in a conspicuous manner in indelible red ink 
the words “Non-sterile surgical ligature (suture) —not to be used for opera- 
tions upon the human body unless efficiently sterilized”, 


103§ (1) 


= Bae ERR Eo 
*Amended by Government of India Notification No. F. 1-63/61-D, dated 17th 
July 1963, : 


tAmended by Government of India Notification No. F. 1-3/51-D. S., dated 
15-10-54, 

§Omitted by Government of India Notification No. F. 1-16/57-D, dated 6-6 -1957, 

**Amended under GSR. No. 19 dated 71-1978 (Govt. of India 
Notification No. X. °11013-/1/77- D&MS, dated the 1512-77 


; 
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(2) The name and address of the manufacturer shall be printed on 
the label of the container of a patent or porprietary medicine. 


7% £(3) The true formula or list of ingredients shall be printed or written 
an indelible ink on the outer label of every package containing patent or 
Proprietary medicine. 


*104. Use of Letters 1.P. etc-—The letters ‘I.P.’? and recognised ab- 
breviations of pharmacopoeias and official compendia of drug standards 
prescribed under these rules shall be entered on the label of the drug only 
for the purpose of indicating that the drug is in accordance with standards 
set out in the Indian Pharmacopoeia or in any such pharmacopoeia or 
Official compendium of drug standards recognised under the Rules. 


: *105. Packing of drugs.—Drugs intended for retail sale shall be packed 
an containers meant for such sale. 


7106. Diseases which a drug may not purport to prevent or cure.—(1) 
No drug may purport or claim to prevent ‘or cure or may convey to the 
intending user thereof any idea that it may prevent or cure one or more 
of the diseases or ailments specified in Schedule J. 


(2) .No drug may purport or claim to procure or assist to procure, or 
may convey to the intending user thereof any idea that it may procure or 
assist to procure, miscarriage in women. 


¢Explanation.—For the purpose of the rules in this Part, a substance 
specified in Scheduled E shall mean a substance specified in column 1 there- 
of and its preparations excluding the substance and its preparations exemp- 
ted under column 2 or 3 thereof. 


§PARz IX-A-—LABELLING AND PACKING OF HOMOEOPATHIC MEDICINES 


106-A. Manner of labelling of Homoeopathic medicines —(A) The 
following particulars shall be either printed or written in indelible ink 
and shall appear in a conspicuous manner on the label of the innermost con- 
tainer of any Homoeopathic medicine and on every other covering in which 
‘the container is packed— 


(i) The words ‘Homoeopathic medicine’, 
(ii) the name of the medicine— 
(a) For drugs included in the Homoeopathic Pharmacopoeias 


of the United States or the United Kingdom, the name 
Specified in that Pharmacopoeia. 


(b) For other drugs, the name descriptive of the true nature 
of the drug. 
———————— ees 
: £Amended by Government of India Notification No. F. 1-16/57-D, dated 15-6-57. 
tAm2nied by Government of India Notification No. F. 1-16/52-DS, dated 22-6-1954. 
§A lied uiler Government of India Notification No. F. 1-63/61-D, dated 17th July, 
1963. 
§A died unler Government of Initia Notification No. F, 1-35/64-D, dated 18th August, 
1964. 
*Anonded by G.S.R. No. 19 dated 7-1-1978 Government of India Notification 
"No. X.1 1013/1/77-D& MS dated 15-12-77 
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(iii) The potency of the Homoeopathic medicine—For this pur- 
pose the potency shall be expressed either in decimal, centesi- 
mal or millisimal systems. 


@(iv) Name and address of the manufacturer when sold in original 
containers of the manufacturer. In case a Homoeopathic 
medicine is sold in a container other than that of the manufac- 
turer—the name and address of the seller. 


(v) In case the Homoeopathic medicine contains alcohol, the alco- 
hol content in percentage by volume in terms of ethyl alcohol 
shall be stated on the label. : 


Provided that in case the total quantity of the Homoeopathic medicine 
in the container is 30 millilitre or less it will not be necessary to state the 
content of alcohol on the label. . 


(B) In addition to the above particulars the label of a Homoeopathic | 
mother tincture shall display the following particulars :— 


(i) a distinctive batch number, that is to say, the number by 
reference to which details of manufacture of the particular batch 
from which the substance in the container is taken are recorded 
and are available for inspection, the figures representing the 
batch number being preceded by the words “Batch No.” or 
“Bhtch” or “Lot Number” or “Lot No.” or “Lot” or any dis- 
tinguishing prefix. 


(ii) manufacturing licence number, the number being preceded by 


the words “Manufacturing Licence Number” or “Mfg. Lic. 
No.2-or “M.L.”. 


«*Explanation :—This clause shall not apply to a Homoeopathic mother 
tincture manufactured outside India. 


(C) No Homoeopathic medicine containing a single ingredient shall 
bear a proprietary name on its label. 


PART X—SPECIAL PROVISIONS RELATING TO BIOLOGICAL AND OTHER 
SPECIAL PRODUCTS 


*107. Name of substance.—If any substance specified in Schedule C 
is advertised or sold as a proprietary medicine or is contained in a medi- 
-ine so advertised or sold, the proper name of the subs‘ance shall appear on 
the label in the manner prescribed in this Part. 


tExplanation :—For the purpose of this rule_ the expression “Proper 
name” means the proper name stated in Schedule F or if no such name is 
stated, the name descriptive of the true nature and origin of the substance. 
Provided that in the case of veterinary biological product the expression 
“proper name” means the proper name stated in Schedule F(1) or if no such 
name is stated, the name or synonym given in the current edition for the 


@Amended by Govt. of India, Min. of Health F.P. W.H. & UD. Not ficcticn No. F. 
1-59/68-D dated 19-11-1969. 


*Amended by Government of India Notification No. F. 1-5/47-D, dated 25-11-1949, 


+Amended by Govt. of India, Ministry of Health, F. P.. Wo H.ince UD becvfGticn 
No. F. 1-6/62-D, dated 2-7-69. 


**Added by S. O. No. 2139 dated 12-8-1972 (Government of India Notification Noe 
X-11014/12/72-D, dated the 5th June, 1972). 
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time being of the British Veterinary Codex, or, if no such name is Stated 
either in Schedule F(1) or the British Veterinary Codex, the name descrip- 


tive of the true nature and origin of the substance approved 5y the Licensing 
Authority. 


108. Container.—*(1) No substance specified in Schedule C shall be 
sold or offered for sale unless it has been sealed in a previously sterilised 
container made of glass or any other suitable material approved for the pur- 
pose by the Licensing Authority appointed under rule 21, in such manner as 


may, in the opinion of the Licensing Authority, suffice to preclude the access 
of bacteria. 


_ Provided that it shall not be necessary to use a previously sterilised con- 
tainer if the filled and sealed container is to be sterilised after the sealing 
and such sterilising procedure would render the producfsterile. However, 


the Licensing Authority may, for any special reasons, direct the licensee to 
pre-sterilise such containers. 


(2) When any such substance is issued in liquid form in containers 
which are sealed in such a manner that portions of the contents can be 
withdrawn for use on different occasions, the liquid shall contain a sufficient 
proportion of some antiseptic to prevent the growth of any organism which 


may be accidentally introduced ‘n the process of removing a portion of the 
contents of the container. 


Provided that nothing in this sub-rule shall apply to a penicillin suspen- 
sion in oil and wax. 


@(3) The continer shall comply with such further ‘Tequirements, if 


any, as are specifiec in Schedule F or Schedule F(1) as the case may be, 
in that behalf. 


@(4) The Licensing Authority may in the case of any particular pre- 
paration of any such substance dispense with any of the requirements of this 
Rule or Schedule F or Schedule F(1) as the case may be, and may make 
such additional requirements, as having regard to the nature of the prepara- 
tion, they may deem necessary. 


**109-Labelling-(1) The following particulars and such further parti- 
culars, if any, as are specified in Schedule F or Schedule F(1), as the case 
may be, shall be printed or written in indelible ink on the label of very 
phial, ampoule or other container of a substance specified in Schedule C and 
on every other covering in which such phial, ampoule or container is 
packed— 


(a) where a drug is imported, the number of licence under which 
it is imported, preceded by the words ‘Import Licence’ : 


Provided that no reference shall be made to any other import 
licence number granted by any authority outside India on any 
label or container or in any covering in which the container is 


*Am2nded by G. S. R. No. 245 dated 21-2-1976 (Govt. of India Notification No. 11013/ 
5/72-D&MS, dated 3-2-1976). . 
@Amended by Govt. of India, Ministry of Health, F.P., W.H. end U.D. Notification 
No. F.1-6/62-D, dated 2-7-1969. 
**Amended by G.S.R. No. 19 dated 7/1/1978 (Govt. of India Notification No, 
X-11013/1/77-D&MS dated 15/12/1977). 
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packed or in any other matter of advertisement enclosed there- 
in 

(b) where a test for potency in units is required by these rules, a 
statement of the potency in units defined in terms of relation 
to the standard preparation specified in Schedule F or F(1), as 
the case may be: 


Provided that this clause shall not apply in the case of vaccine 
lymph. 

(c) where a test for potency or maximum toxicity is required the 
date upto which the substance if kept under suitable conditions 
may be expected to retain a potency not less than that stated on 
the label of the container or not to acquire a toxicity greater than 
that permitted by the test, as the case may be. The date of 
expiry shall be in terms of month and year and it shall mean 
that the drug is recommended for use till the last day of the 
month. The dae of expiry shall be preceded by the words 
‘Expiry date’ : 

Provided that nothing in these rules shall be deemed to 
require the labelling of any transparent cover or any wrapper, 
case or other covering used solely for the purpose of packing, 
transport or delivery. 


(2) The particulars prescribed in clause (a) of the preceding sub-rule 
shall be printed or written in indelible ink either on the label borne by a 
container of vaccine lymph or on a label or wrapper affixed to any package 
in which the container is issued for saie. The said particulars shall be indeli- 
‘bly marked on the sealed container of surgical ligature or suture or printed 
or written in indelible ink on a label enclosed therein. 


(3) The following particulars, and such further particulars, if any, as 
are specified in Schedule F or Schedule F(1), as the case may be, shall be 
printed or written in indelible ink either on the label borne by the container 
of any substance specified in Schedule C or on a label or wrapper affixed 
to any package in which any such container is issued for sale, namely :— 


(a) the date on which the manufacture of the particular batch 

from which the substance in the container is taken was comple- 

. ted as defined in Schedule F or Schedule F(‘1) or if there is no 

| definition in Schedule F or Schedule F(1) as hereafter defined 

in this rule and in the case of vaccine prepared from concen- 

trates, the date of completion of the final products and the 
bottling for issue; 


(b) where an antiseptic substance has been added, the nature and 
the percentage proportion introduced; 


(c) the precaution necessary for preserving the properties of the 
contents up to the date indicated in clause (c) of sub-rule (1). 


(4) For the purpose of clause (a) of sub-rule (3), the date on which 
the manufacture of a batch is completed shall be— 


{2) in cases where a test for potency or toxicity is required by these 
rules or not being so required, is accepted by the Licensing 
Authority as sufficient for the purpose of fixing the date of com- 
pletion of manufacture, the date on which the substance was 
removed from cold storage after having been kept at a tempera- 
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ture not exceeding 5°C continuously for a period not exceeding 
two years from the time when the last test was completed ; 


(b) in cases where no such test is required or accepted; 


(i) if the Substance is a serum obtained from a living animal, 
the earliest date on which any material contributing to the 
batch was removed from the animal; 


(ii) if the substance was obtained by the growth of organisms 
On artificial media, the earliest date on which growth was 
Beminatog In any of the material contributing to the 

atch ; 


Provided that if a batch of the substance (including all material 
contributing to this batch) has for a period of not more than 
three years been kept in cold storage at a temperature not ex- 
ceeding 5°C continuously from the earliest practicable date 
after that on which growth was terminated in the material as 
the case may be, the date of removal from cold storage shall bz 


treated as the date on which the manufacture of the batch is 
completed; 


(c) in all other cases, the date on which the substance is filled in 
~ the container. 


110. Prohibition of sale of substance after prescribed date.-—No person 
' Shall sell, or exhibit for sale any substance specified in Schedule C after the 
date recorded on the container, label or wrapper as the date upto which the 
substance may be expected to retain a potency not less than, or not to ac- 
quire a toxicity greater than that required or permitted by the prescribed test 
as the case may be. 


*110-A. Prohibition against altering inscriptions on containers, labels 
or wrappers of drugs.—No person shall alter, obliterate or deface any inscrip- 
tion or mark made or recorded by the manufacturer on the container, label 
or wrapper of any drug; 


Provided that nothing in this rule shall apply to any alteration of any 
inscription or mark made on the container, label or wrapper of any drug at 
the instance or direction or with the permission of the Licensing Authority. 


@111. Standards.—Every substance specified in Schedule C and C(I) 
intended for sale shail conform with the standards of strength, quality and 
purity specified in these Rules and in Schedule F or F(1), as the case may 
be, and the tests for determining such conformity shall be applied to samples 
taken from the final product after every manufacturing process has been 
completed. 


@112. Tests for strength and quality.—The tests, if any, required for 
determining the strength and quality of each of the substances specified 
in Schedules C and C(I) shall be those set out in Schedule F or Schedule 


F(1) as the case may be. 


113. Tests for sterility—The test for sterility in the case of surgical 
ligature or suture shall be that prescribed in Part X of Schedule F. 
*Added under Government of India Notification No. F. 1-5/53-DS, dated 17-1-1955. 

@Amz2nied by Govt. of India, Ministry of Health, F.P., W.H. and U.D. Notification 
No. F. 1-6/62-D, dated 2-7-1969. 
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114. The following tests for the presence of living aerobic or anaerobic 
bacteria shall be made by the manufacturer or by some institution approv- 
ed by the Licensing Authority for the purpose of carrying out test on his 
behalf in the case of— 


(a) sera and solutions of serum proteins intended for injection; 


(b) the bacterial vaccine to which Part I(A) of Schedule F 
applies; 


(c) carbonised antirabic vaccine; 


(d) toxins, antigens and mixtures of toxins or antigens with serum 
which are intended to be used in medical practice for immu- 
nizing treatment or for diagnosis by inoculation of the patient; 


(e) solution and suspensions of insulin; 
(f) dry preparations of insulin intended for therapeutic use; 


(g) preparations of the posterior lobe of the pituitary body intended 
for use by injection; 


(h) any other preparations in a form to be administered parenterally; 


t(i) preparation from cultures of pathogenic organisms in a form to 
be administered orally, which must be sterile : 


Provided that (i) in the case of dry preparations of insulin the tests shall 
be applied with such modifications as the Licensing Authority considers 
appropriate; and (ii) if a manufacturer satisfies the Licensing Authority that 
he has already in use tests for the presence of living aerobic or anaerobic 
bacteria in any of the above named substances, and that these tests, as applied 
by him will detect the presence of such bacteria in the substance as ready for 
issue with a certainty at least equal to that afforded by the application of 
the tests prescribed by this Part, the Licensing Authority may approve the 
use of such tests in the place of the prescribed tests, that in such a case the 
authority may at any,time withdraw such approval and require the manufac- 
turer to carry out the prescribed tests. 


115. Application of tests for sterility—The tests shall be applied— 


(a) to samples taken from each batch of the substance before the 
operation of filling and sealing the containers in which it is to 
be issued has commenced except preparations, which after being 
sealed in the containers are to be sterilized by heat, in a manner 
satisfactory to the Licensing Authority; and 


(b) to the contents of sample containers when ready for issue. 


116. Amount of samples—The samples required to be taken under the 
last preceding Rule shall be taken in the following proportions— 


(a) in the case of samples taken from the batch, the quantity taken 
shall be not less than 0.1 per cent of the total volume of the 
batch if the volume is not more than 10 litres, and not less than 


10 c.c. if the volume is 10 litres or more, but shall in no case be 
less than 1 c.c.: 


Provided that if at the time when the test is made, the batch is contain- 
ed in a number of bulk containers samples in the foregoing 


+Added under Government of India Notification No. 18-1/46-D dt. 18-6-48, 
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proportions shall be taken from each of such bulk containers 
and be separately tested; 


(b) in the case of the contents of sample containers the number of 
containers taken for test shall be not less than 1 per cent of total 
number filled from the batch, if this number is not more than 
1,000, and not less than 10 containers if the total number is 
more than 1,000. 


117. Method of preparing and using media—(1) The tests shall be made 
on fluid media, the quantity of medium contained in each tube or other vessel 
used in the test being such as to secure that any phenolic antiseptic present in 
the samples is diluted to less than 0.01 per cent. 


When an antiseptic other than a phenolic antiseptic is used the dilution 
to be employed shall be that approved by the Licensing Authority. 


(2) In the case of a test for aerobic organisms the medium shall consist 
either of a meat extract with the addition of 1 per cent of peptone, or of such 
an equivalent as can be prepared by the tryptic digestion of muscle or any 
other medium approved by the Licensing Authority. After the final sterili- 
zation the hydrogen-ion concentration of the medium shall be between the 
limits represented by pH=7.2 and pH=7.8. 


(3) In the case of a test for anaerobic organisms, the medium shall 
consists of a nutrient broth similar to that used in testing for aerobic 
organism, with the addition of heat coagulated muscle of an amount sufficient 
to occupy a depth of not less than one centimetre at the bottom: of the tube. 
After the final sterilization the hydrogen-ion concentration of the medium 
shall be between the limits represented by pH=7.2 and pH=7.8. Before 
the test inoculation the medium shall be heated to 100°C for a period suffi- 
cient to free it completely from dissolved oxygen, and then be cooled to 37°C 
or lower. 


(4) The Licensing Authority may, at the request of any licensee, autho- 
’ rize the use, for the test prescribed under either sub-rule (2) or (3) of this 
Rule, of any other specified medium or method of using a specified medium 
on being satisfied that its use affords equal certainty in the detection of the 
presence of living aerobic or anaerobic organisms, as the case may be. 


118. Method of testing—(1) In the case of samples taken from the 
batch each sample shall be inoculated into tubes or other vessels containing 
the media, one-half of the total volume of the sample being used for the 
aerobic and one-half for the anaerobic test. 


(2) In the case of the contents of sample containers the contents of 
each container shall be subjected to the test for aerobic and the test for 
anaerobic organisms. When the volume in the container is 2 c.c. or more, 
1 c.c. shall be used for each test. When the volume in the container is less 
than 2 c.c. the contents shall be divided into two approximately equal parts, 
one part being used for the aerobic and the other for the anaeorbic test. 


(3) The inoculated tubes shall be incubated at 37°C for five days and 
be examined after incubation, permanent records being kept of the examina- 
tion of each tube. 


119. (1) If at this examination no growth of micro-organisms is found’ 
in any tube, the sample may be treated as having passed the test. 
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(2) If at the examination a growth of micro-organisms js visible, further 
samples may be taken and the tests may be repeated on the further samples 
taken; but no container the contents of which form part of the batch shall be 
issued ,until such further samples have passed the test. The process of 
taking samples from the batch for a test may be repeated twice : 


Provided that if the same organism is visible in more than one test the 
batch shall be treated as not sterile and the material contained in the batch 
Shall not be issued or used as part of a further batch unless and until jt has 
been resterilized and has passed the tests. . 


120. Notwithstanding anything contained in the last preceding Rule in 
any case where— 


(a) a substance is required in an emergency by a registered medical 
practitioner, but the licensee has no filled containers in stock; or 


(b) a substance which in the opinion of the Licensing Authority is 
so unstable in solution that the delay occasioned by the complet- 
ing of the sterility test on filled containers would render its issue 
in active form impossible, the licensee may issue the substance 
from a batch which has already passed the tests for sterility and 
freedom from abnormal toxicity, without completing the sterility 
test on the filled containers, provided that he complies with the 
following conditions— 


(i) the licensee shall before the issue take samples in the re- 
quired proportions from the containers into which the batch 
is filled, and after the required inoculation and incubation 
shall examine the tube every day for five days; 


(ii) if at any examination any growth is visible in any of the 
tubes, he shall immediately notify the Licensing Authority; 


(iii) he shall keep available for inspection a record of all issues 
made under this Rule containing such particulars of the 
circumstances in which the issue is made as the Licensing 
Authority may :require. 


121. Test for freedom from abnormal toxicity—The following tests for 
freedom from abnormal toxicity shall, in the case of each batth of serum, be 
made by the licensee or by some institution approved by the Licensing 
Authority for the purpose of carrying out the tests on his behalf— 


(a) A dose of 0.5 c.c. of serum shall be injected subcutaneously into 
a normal mouse and the serum may be treated as having passed 
the test for freedom from an excess of phenolic antiseptic if the 
injection does not produce death or serious symptoms within 
seven days; and 


(b) a dose of not less than 5 c.c. of the serum shall be injected sub- 
cutaneously or intraperitoneally into a normal guineapig and 
the serum shall be treated as having passed the tests for freedom 
from other abnormal toxic constituents if the injection does not 
produce death or serious symptoms within seven days. 


*121-A. Test for pyrogens—Solution of substances intended for 
parenteral administration in large volumes (10 ml. or more at a time) shall 


*Added under Government of India Notification No. F. 1-27/S6-D, dated 18-12-1956. 
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be pyrogen-free and tested for Pyrogens. If water or any other aqueous 
solvent is supplied along with the substances for preparing such solutions, it 
shall also be pyrogen-free and tested tor pyrogens, 


122. Substances specified in Schedule C(1)—The following provisions 
Shall apply in the case of a substance specified in Schedule C(1) :— 


@(a) The container shall comply with the requirements, if any, 
specified in Schedule F or Schedule F(1), as the Case may be. 
@ @(b) , 

@(c) The substance shall conform to the standards of strength, qua- 
lity and purity specified in Schedule F or Schedule F(1), as the 
case may be and the tests for determing the strength, quality 


and purity of the substance shall be those specified in Schedule 
F or Schedule F(1), as the case may be. 


@(d) The tests for determining the strength, quality and purity of a 
substance specified in Schedule F or Schedule F( 1) as the 
case may be shall be applied to samples taken from the final pro- 
duct after each manufacturing process has been completed. 


(e) The substance should be stored in a cool place and away 
from light. 


PART XI—ExEMPTIONS 


123. The drugs specified in Schedule K shall be exempted from the pro- 
visions of Chapter IV of the Act and the Rules made thereunder to the extent 
and subject to the conditions specified in that Schedule. 


PART XI—ExeEmpTIONS 
@ @124—Standards of drugs :— 
(1) Drugs included in the Indian Pharmacopoeia,— 


(a) The standards for identity, purity and strength shall be those as 
may be specified in the edition of the Indian Pharmacopoeia for 
the time being in force. 


(b) In case the standards for identity, purity and strength for drugs 
are not specified in the edition of the Indian Pharmacopoeia 
for the time being in force but are specified in the edition of the 


(b) In case the standards for identify, purity and strength for drugs 

are not specified in the edition of such olficial pharmacopoeia, 

@Amended by Govt, of India, Ministry of Health, FP. W.H. and U.D. Notification 
No. F. 1-6/62-D, dated 2-7-1969. 


@@Deleted or amended under G.S.R. No. 19 dated 7/1/78 
(Govt. of India Notification No. X-11013/1/77-D . & MS, dated 15/12/77). 
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for the time being in force, but are specified in the edition im- 
mediately preceding, the standards for identity, purity and 
strength shall be those occurring in such immediately preceding 


edition of such official pharmacopoeia to which the drug claims 
to comply with. 

(c) For drugs for which standards are not included in the edition 
of the official pharmacopoeia, for the time being in force, of any 
country or in edition immediately preceding, but included in the 
official compendia of drug standards, namely, the British 
Pharmaceutical Codex or the National Formulary of the United 
States, for the time being in force, to which the drug claims 


to comply with. 

*124A. Standards for Veterinary drugs.—For drugs intended for veteri- 
nary use, the standards shall be those given in the current edition for the 
time being in force of the British Veterinary Codex. 

***124-B. Standards for patent or proprietary medicines :—The stan- 
dards for patent or proprietary medicines shall be those laid down in Sche- 
dule V and such medicines shall'also comply with the standards laid down 
in the Second Schedule to the Act; 

*%*125. Standards for substances (other than food) intended to affect the 
structure or any funcion of human body—contraceptives.—(1) The 
standards for mechanical contraceptives shall be such as are laid down in 
Schedule R 

(2) The standards which other contraceptives will have to comply with 
shall be in conformity with the formulae approved as safe and efficacious 
by the Central Government. Such formula shall be displayed on the label 
of every container of such contraceptive.. 

+126. Standards for substances intended to be used for the destruction 
of vermin or insects which cause disease in human beings or animals. 

Disinfectants. 

The standards for disinfectants shall be such as are laid down in Sche- 


dule O. 

4126-A. Standards for ophthalmic preparations— The standards for 
ophthalmic preparations shall be those laid down in Schedule FF., and such 
preparations shall also comply with the standards set out in the Second 


Schedule to the Act. 
@127. List of colours permitted to be used in drugs—(1) No drug 
shall contain a colour other than that specified below :— 
(1) Natural Colours 
Annatto 
ree Carotene 
_ *Am nded by Govt. of India, Ministry of Health, F. P., W. H. and U.D. Notifica- 
tion No. F. 1-6/62-D, dated 2-7-1969. 
** Amended by Government of India, Ministry of Health and Family Planning Noti- 
fiation No. F-1-28/65D dated 8th March, 1966. 
***Added under G. S. R. No. 665 dated 28th May, 1977 (Govt. of India Notification 
No. X. 11014/2/77-D &MS, dated the 6th May 1977). 
—_ by Govt. of India Notification No. F. 1-20/60-D, dated 24th January, 
tAdded under Govt. of India, Ministry of Health, F. P. W. H. and U.D. 
Notification No. 1-113/69-D, dated 23th December, 1969. 
@ Amended by S. O. No. 289 dated 3rd February, 1973 (Govt. of India Notification 
No, X. 11014/17/72-D, dated 20-12-1972). 
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i“ ti 


Chlorophyll 
Cochineal 
Curcumin 


Red Oxide of iron 


Yellow Oxide of iron 


*Titanium Dioxide 


(2) Artificial Colours 
Caramel 


(3) Coal Tar Colours 


Common nim? of the Colour 


Colour Index 
Number 


a 


Chemical Name 


1 2 3 
GREEN 


Quinizarine Green S.S. 
Alizarin Cyanine Green RE. 


ra - 
*Fast Green F.C.F. 


*Green S 


YELLOW 


Tartrazin2 


Sunset Yeliow FCF 


Quinoline Yellow SS 
RED 
Amaranth 


Erythrosine 
Eosin YS or Eosine G 


Toney Red or Sudan II] 
Ponceau 4 R 


Carmoisin2 


Fast Red E 


61565 
61570 


42053 


19140 


15985 
47000 


16185 


45430 


45380 


26100 
16255 


14720 


16045 


1, 4-bis (p-Toluino) anthra-quinone. 


Disodium salt of 1, 4-bis (O- 
Sulfo-p-toluin >) anthra-quinone, 


Disodium salt of 4-{[4-(N-ethyl-p 
Sulfobenzylamino)-phenyl-]-(4-hy-dr 
oxy-2-sulfoniumphenyl)-methylene } 
[ 1-(N-ethyl-N-p-sulfobenzyl] 2 
5-cyClohexadienimine]. 

Monosodium salt of 4, 4-bis (dime- 
thylamino)-diphenylmethylene-(2-na 
phthol-3, 6-disulphonic acid); 


Trisodium salt of 3-Carboxy-5- 
hydroxy-I-p-sulfophenyl-4-p Sulf- 
oph-nyl aZopyrazoic. 

Disodium salt of 1-p-sulfopheny]- 
azo-2-naphthol-6-sulfonic acid. 


2-(2-quinolyl)-1, 3-indandione. 


Trisodium salt of 1-(4-sulfo-1-nap- 


thylazo) 2-napthol 3, 6-disulfonic 
acid. 


Disodium salt of 9-0-Carboxypheny]- 
6-hydroxy 2,4-5,7-tetriodo-3- 
isoxanthone. 

Disodium salt of 2, 4, 5, 7-Tetra- 
bromo-9-p-carboxyphenyl-6-hydroxy 
3-isoxanthone. 

1-p-phenylazophenylaze-2-naphthol. 

Trisodium salt of 1-(4-sulpho-1-1- 
napthylazo)-2 napthol-6 : 8-disul- 
phonic acid, 

Disodium salt of 2-(4-sulpho-1-nap- 
thylazo)-1 napthol-4 sulphonic 

_ acid. 

Disodium salt of 2-(4-sulpho-1- 
napthylazo)-2-napthol-6-sulphonic 
acid. 


Aa a. 
*Added by Ministry of Health, Notification No. X. 11013/3/76—D & M.S. dated 


19 August, 1978. 
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1 2 3 
ee ee 
BLUE | 
Indigo Carmine 73015 Disodium salt of indigotin-5 : -5 

Disulphonic Acid. 
@Brilliant 42090 Disodium salt of 4-[{4-(N-ethylF- 
Blue FCF sulfobenzylamino)-pheny! }-}(2-sulfc- 
: niumphenyl)-methylene]-i -(N-ethyl- 
N-p-sulfobenzyl)- A 2, 5-cyCcluhe- 
. xadienimine’ 

ORANGE 

Orange G 16230 Disodium salt of 1-phenylazo-2- 
naphthol-6, 8-disulfonic acid. 

BROWN . 

Resorcin Brown 20170 Monosodium salt of 4-p-sulfo- 
phenylazo-2-(2,  4-xylyl’ zo-1, 
resorcinol. 

BLACK 

Naphthol Blue Black 20470 Disodium salt of 8-amino-7-p- 
nitro-phenylazo-2-phenylazo-2-phe- 
nylazo-1-naphthol-3, 6-diswifonic 

oe eee 
(4) LAKES 


The Aluminium or calcium salts (lakes) 
of any of the water-soluble colours listed above. 


(2) The label on the container of a drug containing a permitted colour 
shall indicate the common name of the colour. 


128. The following rules are hereby repealed except as respect things 
done or omitted to be done under those rules, namly :— 


Andhra Pradesh Drugs Rules, 1945. 
Assam Drugs Rules, 1945. 

Bihar Drugs Rules, 1945. 

Bombay Drugs Rules, 1946. 

East Punjab Drugs Rules, 1945. 
C.P. & Berar Drugs Rules, 1945. 
Madras Drugs Rules, 1945. 

Orissa Drugs Rules, 1945. 
Rajasthan Drugs Rules, 1953. 
Saurashtra Drugs Rules, 1953. 
Travancore-Cochin Drugs Rules, 1953. 
United Provinces Drugs Rules, 1945. 
West Bengal Drugs Rules, 1946. 
*Mysore Drugs Rules, 1954. 


@ Amended by Min, of Health Notification No. X.1 1013/3 76D & MS ‘dated 19-8-78 


*Added under Government of India Notification No. F. 1-37/58-D., dated 21st July 
1958. ; 


THE DRUGS AND COSMETICS RULES 167 


*PART XILU—IMportT OF COSMETICS 


129. Statement to accompany imported cosmetics—All consignments 
of cosmetics’ sought to be imported shall be accompanied by an invoice or 
statement showing the name and quantities of each article of cosmetic includ- 
ed in the consignment and the name and address of the manufacturer. 


130. Documents to be supplied to the Collector of Customs—Before 
any cosmetics are imported, a declaration signed by or on behalf of the 
manufacturer or by or on behalf of the importer that the cosmetics comply 
with the provisions of Chapter III of the Act, and the Rules made there- 
under, shall be supplied to the Collector of Customs. 


131. Procedure for the import of cosmetics—(1) If the officer appoin- 
ted at the port of entry by the Central Government has reason to believe 
that any cosmetic contravenes any of the provisions of the Act or the Rules 
made thereunder he may take sample of the cosmetic from the consignment 
for inspection. If on examination of the sample defects are noticed the offi- 
cer shall advise the Collector of Customs for further action to be taken. 


If the suspected contravention of the provisions of the Act or the Rules 
is such as may have to be determined by test, the officer shall send the 
sample to the laboratory established for the purpose for performing such 
tests. The consignment of the said cosmetic shall be detained till such time 
that the test report on such sample is received from the Director of the 
said laboratory or any other officer of the laboratory empowered. by him in 
this behalf with the approval of the Central Government. 


Provided that if the importer gives an undertaking in writing not to 
dispose of the cosmetic without the consent of the Collector of Customs 
and to return the consignment or such portion thereof as may be required, 
the Collector of Customs shall make over the consignment to the importer. 


(2) If the importer who has given an undertaking under the proviso to 
sub-rule (1) is required by the Collector of Customs to return the consign- 
ment or portion thereof, he shall return the consignment or portion thereof 
within ten days of receipt of the notice. 


Further procedure on receipt of the report of analysis. 


(3) If the Director of the Laboratory established for the purpose by 
the Central Government or any other officer of the laboratory empowered 
by him in this behalf with the approval of the Central Government, reports 
to the Collector of Customs or to the officer mentioned in sub-rule (1) 
above that the sample of any cosmetic in a consignment contravenes the 
provisions of Chapter III of the Act or the Rules made thereunder and that 
the contravention is such that it cannot be remedied by the importer, the 
Collector of Customs shall communicate the report forthwith to the impor- 
ter who shall within two months of receiving such a communication either 
send back all the cosmetic of that description to the country in which it was 
manufactured or to the country from which it was imported or hand it over 
to the Central Government which shall cause it to be destroyed. 


Provided that the importer may within thirty days of receipt of the report 
make a representation against the report to the Collector of Customs who 
shall forward the representation with a fresh sample of the cosmetic to the 


¢Adied under Government of India Notification No. F. 1-36/64-D, dated 17-8-19¢ 
12—817DGHS/77 
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Drugs Convoller, India, who after obtaining, if necessary, the report of the 
Director of the Central Drugs Laboratory shall pass orders thereon which 


shal] be final. 


(4) If the Drugs Controller or any other officer empowered by him 


in this behalf with the approval of Central Government reports to the Col- 
lector of Customs after inspection of the sample of cosmetic and if neces- 
Sary, after obtaining a test report thereon that the sample of the said cosmetic 
contravenes in any respect the provisions of Chapter III of the Act or the 
Rules made thereunder but. that the contravention is such that it can be 
remedied by the importer, the Collector of Customs shall communicate the 
report forthwith to the importer and permit him to import the cosmetic op 


his giving an undertaking in writing not to dispose of the cosmetic without | 


the permission of the officer authorised in this behalf by the Central Gov- 
ernment. 


132. Exemption of cosmetics—Cosmetics as may be specified in Sche- 
dule D shall be exempted from the provisions of Chapter III of the Act 
and the Rules made thereunder to the extent and subject to the conditions 
specified in that Schedule. 


133. Import through points of entry—No cosmetic shall be imported 
into India except through the points of entry specified in rule 43 A. 


134. Cosmetic te contain prescribed Coal Tar Colour—(1) No cosmetic 
shall be imported which contains a Coal Tar Colour other than the one 
prescribed in Schedule Q to these rules. 


The Coal Tar Colour used in the cosmetic shall not contain more 


than— 
(i) 2 parts per million of arsenic calculated as arsenic trioxide. 
(ii) 20 parts per million of lead calculated as lead. 
(iii) 100 parts per million of heavy metals other than lead calcw 
lated as the total of the respective metals. 


(2) No cosmetic intended for use on the eye-brow, or the eyelash, or 
around the eye shall be imported that contains any Coal Tar Dye Colour, 
Coal Tar base or Coal Tar Dye intermediate. 


*134-A. Prohibition of import of cosmetic containing Hexachloro- 
phene— 


No cosmetic containing hexachlorophene shall be imported. 
135. Import of cosmetic containing Lead or Arsenic compound prohi-= 


bited.—No cosmetic shall be imported in which a Lead or Arseni 
has been used for purposes of colouring. nic compound 


*Added by G.S.R. No. 116 dated 25-1-1975 (Govt. of India Nothean 
11013 /2/74-D & MS dated the 15th January, 1975), nila Notification Ne. 3E 


eS |) lO 
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***135-A. Import of cosmetics containing mercury compounds proht- 
bited. No cosmetic shall be imported which contains mercury cit seads 


136. Import of cosmetic for personal use—Small quantities of cosmetics 
the import of which is otherwise prohibited under section 10 of the Act, 
may be imported for personal use subject to the following conditions :— 


(i) The cosmetics shall form part of a passenger’s baggage and 


shall be the property of and be intended for, the bona fide use 
of the passenger; and 


(ii) The cosmetics shall be declared to the Customs authorities if 
they so direct. 


PART XIV—MaANUPACTURE OF CosMETIC FOR SALE 


137. Manufacture on more than one set of premises—If cosmetics are 
nanufactured on more than one premises, a separate application for each 
uch premises shall be made and a separate licence obtained for each such 
remises. 


138. Application for licence to manufacture cosmetics—**(1) Applica- 
on for grant or renewal of licence to manufacture any cosmetic for sale shall 
e made to the Licensing Authority appointed by the State Government for 
1¢ of this Part ‘hereinafter in this Part referred to as the Licensing 
ney) in Form 31 and shall be accompanied by a fee of rupees two 
undred and an inspection fee of rupees fifty for the first inspection or rupees 
venty-five in case of inspection for renewal of licence : 


Provided that in case of small scale manufacturer employing” not more 
ian five persons, the application shall be accompanied by a fee of rupees 
rty and an inspection fee of rupees ten for the first inspection or rupees 
fe in case of inspection for renewal of licence. 


**(2) If a person applies for the renewal of licence after expiry but 
ithin six months of such expiry, the fee payable for the renewal of ' such 
ence shali be rupees two hundred plus an additional fee at the rate of 
pees one hundred per month or a part thereof and an inspection fee of 
pees twenty five : 


Provided that in case of a small scale manufacturer employing not more 
an five persons, the fee payable for the renewal of such licence after its 
piry but within six months of such expiry shall be rupees forty plus an 
ditional fee at the rate of rupees twenty per month or a part thereof and 


inspection fee of rupees five. 


(3) Application by a licensee to manufacture additional items of cos- 
‘tics shall be accompanied by a fee of rupees five for each item. 


Provided that in the case of a small scale manufacturer employing fot 
re than five persons the application to manufacture additional items shall 
accompanied by a fee of rupee one for each item. 


(4) A fee of rupees fifty and a fee of rupees ten shall be paid for a 
licate copy of a licence issued under sub-rule (1) and the proviso to sub- 
= (1) respectively if the original is defaced, damaged or lost. 


*Amended by G.R.S. No. 245 dated 21-2-1976 (Govt. of India Notification No. X. 
113/5/72-D & MS, dited the 3rd February, 1976). 

**Added by Min. of Health & F.W. Notification No. X. 11013,76-D & MS dated 
8-1978. 


**138-A Application for loan licence to manufacture cosmetics. 


(1) Application for grant or renewal of a loan _ licence for the 

manufacture for sale of cosmetics shall be made in Form 31-A 
to the Licensing Authority and shall be accompanied by a fee 
of rupees one hundred. 


Explanation :—For the purpose of this rule a ‘loan licence’ 
means a licence which a Licensing Authority may issue to an — 
applicant who does not have his own arrangements for manufac- — 
ture but who intends to avail himself of the manufacturing © 
facilities owned by a licensee in Form 32. 

(2) If a person applies: for the renewal of a loan licence after its 
expiry but within six months of such expiry, the fee payable for 
the renewal of such a licence shall be rupees one hundred plus 
an additional fee at the rate of rupees fifty per month or part 
thereof. 

(3) The Licensing Authority shall, before the grant of a loan licence, 
satisfy himself that the manufacturing unit has adequate equip- — 
ments. staff, capacity for manufacture and facilities to undertake 
the manufacture on behalf of the applicant for a loan licence. @ 

(4) The loan licence shall be granted by the Licensing Authority to — 
only such applicants who propose to avail of the facilities of — 
manufacture of cosmetics in_the premises of a manufacturer — 
located in the same State where the applicant is located. In 
case the manufacture of cosmetic involves any special process 

« of manufacture or use of equipments which are not available — 
in the State where the applicant is located, the Licensing Autho- ; 
rity after consulting the Licensing Authority where the manu- — 
facturing unit is located, may grant the loan licence. 

(5) Subject to the provisions of sub-rule (2), application for manu- : 
facture of additional items on a loan licence shall be accom-— 


* 


panied by a fee of rupees five for each item. j 
(6) A fee of rupees twenty-five shall be paid for a duplicate copy of 
a licence issued under sub-rule (1) if the original is defaced, 


damaged or lost.; . 


139. Conditions for the grant or renewal of a licence in Form 32 
Before a licence in Form 32 is granted or renewed, the following conditions — 
shall be complied with by the applicant : + 


(1) The manufacture shall be conducted under the direction and per- 
sonal supervision of a competent technical staff consisting of at least one 
person who is a whole time employee and who possesses any one of the 
following qualifications : 1 


(a) holds a Diploma in Pharmacy approved by the Pharmacy 
Council of India under the Pharmacy Act, 1948 (8 of 1948), 
or . 
(b) is registered under the Pharmacy Act, 1948 (8 of 1948), of 


(c) has passed the Intermediate Examination with Chemistry as 
one of the subjects or an examination recognised by i 
Licensing Authority as equivalent to it. 


#e Added by G.S.R. No. 444 deted 2-4-1973 (Govt. of Indi) Notificati N 1 
4/72-D (Pt.) d; ted the 31st March, 1973). a ee ; 
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Provided that in the case of small scale manufacturers employing not 
more than five persons, the following shall also be deemed to be the mini- 
mum qualification for a competent technical staff. 


(d) has had general training and practical experience extending 
over a period of not less than four years in the manufacture of 
cosmetics and which, in the opinion of the Licensing Authority, 
-is adequate. : 


(2) The factory premises are situated in hygienic surroundings and are 
kept clean. 


@(3) The premises where cosmetics are manufactured shall be distinct 
and separate irom the premises used for residential purposes. 


(4) The applicant shall provide adequate space, plant and equipment 
for the manufacturing process. 


(5) The applicant shall either— 


(i) provide and maintain adequate staff, premises and laboratory 
equipment for testing the cosmetic manufactured, and the raw 
materials used in the manufacture, or 


(ii) make arrangements with some institution approved by the 
Licensing Authority under Part XV(A) of these rules for such 
tests to be regularly carried out in this behalf by the institution. 


**139-A. Form of licence to manufacture cosmetics for sale-—A licence 
to manufacture cosmetics for sale against application in Form 31, shall be 
granted in Form 32. 


**139-B. Form of loan licence to manufacture cosmetics for sale.—A 
Joan licence to manufacture cosmetics for sale against application in Form 
31-A shall be granted in Form 32-A. 


140. Duration of licence—An original licence or a renewed _ licence 
shall unless sooner suspended or cancelled be valid up to the 31st December, 
of the year following the year in which it is granted or renewed. 


*Provided that if the application for renewal of a licence in force is 
made before its expiry or if the application is made within six months of its 
expiry, after payment of additional fee, the licence shall continue to be in 
force until orders are passed on the application and the licence shall be 
deemed to have expired, if application for its renewal is not made within six 
months of its expiry. 


141. Certificate of renewal.—The certificate of renewal of a licence in 
Form 32 shall be issued in Form 33. 


#*141-A. Certificate of renewal of a loan licence.—The certificate of 
renewal of a licence in Form 32-A shall be issued in Form 33-A. 


#*141-AA. Duration of a loan licence.—An original loan licence in 
Form 32-A or a renewed loan licence in Form 33¢A, unless sooner suspen- 


@ Added by the G.S.R. No. 245 dated 21-2-1976 (Govt. of India Notification No. 
X. 11013/5/72-D. & MS dated 3rd February, 1976). 
*A mended by S.O. No. 2139 dated 21-8-1972 (Govt. of Notification No. X. 11014/12/ 
72-D dated tne 5th June, 1972). 
*#*Added by G.S.R. No. 444, dated 28-4-1973 (Govt. of India Notification No, X. 
11014/4/72-D dated the 31st March, 1973). 
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ded or cancelled, shall be valid upto the 31st December, of the year follow- 
ing the year in which it is granted or renewed; 


Provided that if the application for the renewal of a licence is made 
before its expiry, or if the application is made within six months of its expiry, 
after payment of the additional fee, the licence shall continue to be in force 
until orders are passed on the application. |The licence shall be deemed 
to have expired if the application for its renewal is not made within six 
months of its expiry. 


142. Conditions of licence——A licence in Form 32 shall be subject to 
the conditions stated therein and to the following other conditions, 
namely :— 

(a) the licensee shall provide and maintain staff, premises and 
equipment as specified in rule 139. 

(b) the licensee shall comply with the provisions of the Act and 
the Rules made thereunder and with such further requirements, 
if any, as may be specified in any rules to be made hereafter 
under Chapter IV of the Act. 

***(b-1) the licensee shall keep records of the details of each batch of 
cosmetic manufactured by him and of raw mate- 
Tials used therein as per particulars specified in Schedule U(I) 
and such records shall be retained for a_ period of three years. 

(c) the licensee shall test each batch or lot of the raw materials 
used by him for the manufacture of the cosmetics and also 
each batch of the final product and shall maintain records or 
registers showing the particulars in respect of such tests. The 
records or registers shall be retained for a period of three 
years from the date of manufacture. 

(d) the licensee shall allow any *Inspector appointed under the 
Act to enter with or without prior notice any premises where 
the manufacture of a substance in respect of which the licence 
is issued is carried on, to inspect the premises and to take 
samples of the manufactured products under a receipt. 

(e) the licensee shall allow an Inspector to inspect all registers 
and records maintained under these rules and shall supply to 
the Inspector such information as he may require for the pur- 
pose of ascertaining whether the provisions of the Act and the 
Rules made thereunder have been complied. 


@(f) the licensee shall maintain an Inspection Book in Form 35 to 
enable an Inspector to record his impression and the defects 
noticed. 


**142-A. Additional information to be furnished by an applicant for 
licence or a licensee to the Licensing Authority.—The applicant for the grant 
of a licence or any person granted a licence under this Part shall, on de- 
mand, furnish to the Licensing Authority, before the grant of the licence or 


I RARE EE EL TR DERIDE. 5 2ISP SBOIO 
***Added by G.S.R. 1594 dated 13-11-76 (Govt. of India Notification No. X. 11914) 
4/76-D & MS, dated 28-10-1976). 
@Amended by Govt. of India Ministry of Health, F-P. & U.D. Notification No. F. 
1-14/68-D, dated 26-10-1968). 
** Added by S.0. No. 2139 dated 12-8-1932 (Govt. of India Notification No. X. 
11014/12/72-D dated the Sth June, 2972). 
*Added by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notification No. xX. 
10-14/4/72-D (Pt.) dated the 31st March, 1973). 
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Se 


during the period of licence is in force, as the case may be, documentary 
¢vidence in respect of the ownership or occupation on rental or other basis 
of the premises, specified in the application for licence or in the licence 
granted, constitution of the firm, or any other relevant matter, which may be 
required for the purpose of verifying the correctness of the statements made 
by the applicant or the licensee, while applying for or after obtaining the 
licence as the case may be. 
***142-B. Conditions of licence in Form 32-A 


(a) A licence in Form 32-A shall be deemed to be cancelled or 
suspended, if the licence owned by the licensee, in Form 32. 
whose manufacturing facilities are cancelled or suspended, as 
the case may be under these Rules. 

(b) The licensee shall comply with the provisions of the Act and 
these rules and with such further requirements, if any, aS may 
be specified from time to time in Chapter IV of the Act, pro- 
vided that where such further requirements are specified in 
the rules, these would come into,force four months after 
publication in the Official Gazette. 

****(b-1) the licensee shall keep records of the details of each batch of 
cosmetic manufactured by him and of raw materials used therein 
as per particulars specified in Schedule U(I) and such records 
shall be retained for a period of three years. 

(c) The licensee shall test each batch or lot of the raw materials 
used by him for the manufacture of the cosmetics and also each 
batch of the final product and shall maintain records or regis- 
ters showing the particulars in respect of such tests. The 
records or registers shall be retained for a period of three years 
from the date of manufacture. 

(d) The licensee shall allow an Inspector appointed under the Act 
to enter with or without prior notice any premises where the 
manufacture of a substance in respect of which the licence is 
issued is carried on, to inspect the premises and to take samples 
of the manufactured products under a receipt. 

(e) The licensee shall allow an Inspector to inspect all registers and 
records maintained under these rules and shall supply to the 
Inspector such information as he may require for the purpose 
of ascertaining whether the provisions of the Act, and the rules 
made thereunder have been complied. 

(f) The licensee shall maintain an Inspection Book in Form 35 to 
enable an Inspector to record his impressions and the defects 
noticed. 

143. Cancellation and suspension of licences—(1) The Licensing 
Authority may, after giving the licensee an opportunity to show cause why 
such an order should not be passed, by an order in writing stating the reasons 
therefore, cancel a licence issued under this Part or suspend it for such period 
as he thinks, fit, either wholly or in respect of some of the substances to which 
it relates, if in his opinion, the licensee has failed to comply with any of 


ac t—CCi 
** Added G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notification No. X. 


by 
14/4/72 D(Pt.) dated the 31st March, 1973). 
o52* Adg y G.S.R. 1594 dated 13-11-76 (Govt. of India Notification No. X. 


ed b 
11014/4/76-D & MS, dated 28-10-1976). 
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re ee 
the conditions of the licence or with any provisions of the Act or the rules 
made thereunder. : 


(2) A licensee whose licence has been suspended or cancelled may 
appeal with in a period of three months from the date of the order to the 
State Government which shall after considering the appeal, pass orders, and 
such orders shail be final. 


144. Prohibition of. manufacture of cosmetics with Coal Tar Colours 
other than those prescribed.—(1) No cosmetics shall be manufactured which 
contains a coal tar colour other than the one prescribed in Schedule OQ to 
these Rules. The coal tar colour used in the manufacture of the cosmetic 
shall not contain more than : 


(i) 2 parts per million of arsenic calculated as arsenic trioxide. 
(ii) 20 parts per million of lead calculated as lead. 


(iii) 100 parts per million of heavy metals other than lead calculated 
as the total of the respective metals. 


(2) No cosmetic intended for use on the eye-brow, or eye-lash or 
around the eye shall be manufactured that contains any Coal Tar dye, Coal 
Tar dye base or Coal Tar dye intermediate. 


@144A. Prohibition of manufacture of cosmetic containing Hexa- 
chlorophene.—No cosmetic containing Hexachlorophene shall be manu- 
factured. 


145. Use of Lead and Arsenic compounds for the purpose of colouring 
cosmetics prohibited—The use of Lead and Arsenic compounds for the 
purpose of colouring cosmetics is prohibited. 


**145-A, Form of intimation for purpose of taking samples of cosme- 
tics. Where an Inspector takes a sample of a cosmetic tor the purpose 
of test or analysis, he shall intimate such purpose in writing in Form 17 
to the person from whom he takes it. 


145-B. Form of receipt for seized cosmetics.—A receipt by an Inspector 
for the stock of any cosmetic seized under clause (c) of sub-section (1) 
of section 22 of the Act, shall be in Form 16. 


**#145-C. Form of order not to dispose of stocks of cosmetics.—An 
order in writing by an Inspector under clause (Cc) of sub-section (1) of 
section 22 of the Act requiring a person not to dispose of any stock of 
cosmetics in his possession shall be in Form 15. 


+145-D. Prohibition of manufacture of cosmetics coniaining mercury 
compounds.—No cosmetic containing mercury compounds shall be manu- 
factured. 


*PART XV-—LABELLING, PACKING AND STANDARDS OF COSMETICS 


146. Prohibi:ion of sale or distribution.—Subject to the other provisions 
of these rules, no person shall sell or distribute any cosmetic unless the 


@@Added by G.S.R. No. 116 dated 25-1-1975 (Govt. of India Notification No. X- 
11013/3/74-D & MS dated the 15th January, 1975). 
r Gon by Min. of Health & F. W. Notification No. X. 11013/3/76-D & MS dated 

-8-1978. 

*Amended by Govt. of India, Ministry of Health and F.P. Notification No. F. 1-15/ 
66-D, dated 1-11-1966. 

**Added by S. O. No. 2139- dated 12th August, 1972 (Govt. of India Notification 
No. X. 11014/12/72-D, dated the Sth June, 1972). 

*** Added by G. S. R. 1594 dated 13-11-76 (Govt. of India Notification No. X. 11014/4/76 
D & MS, dated 28th October, 1976). 
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cosmetic, if of Indian origin, is manufactured by a licensed manufacturer 
and labelled and packed in accordance with these rules. 


147. Exemption of certain cosmetics from the provision of this part.— 
Labels on packages or containers of cosmetics not manufactured for con- 
sumption or sale in India shall be adapted to meet the specific require- 
ments, if any, of the law of the country te which the cosmetic is to be 
exported and shall give on the label— 


(a) the name of the cosmetic, and 
(b) the name of the manufacturer. 


148. Manner of labelling —Subject to other provisions of the rules, a 
cosmetic shall carry. 


(1) on both the inner and outer labels 
(a) the name of the cosmetic, 


(b) the name and the principal place of business of the manu- 
facturer. 


(2) On the outer label— 


A declaration of the net contents expressed in terms of weight for 
solids, fluid measure for liquids, weight for semi solids, combined with 
numerical count if the content is sub-divided : 


‘Provided that this statement need not appear in case of a package of 
perfume, toilet water or the like the net content of which does not exceed 
60 ml or any vackage of solid or semi-solid cosmetic the net content cf 
which does not exceed 30 grams. 


(3) On the inner label, where a hazard exists— 
(a) Adequate direction for safe use. 


(b) Any warning, caution or special direction required to be 
observed by the consumer, 


(c) A statement of the names and quantities of the ingredients 
that are hazardous or poisonous. 


*(4) a distinctive batch number, that is to say, the number by reference 
to which details of manufacture of the particular batch from which the subs- 
tance in the container is taken are recorded and are available for inspection, 
the figures representing the batch number being preceded by the letter ng: eee 
provided that this clause shall not apply to any cosmetic containing 10 grams 
or less if the cosmetic is in solid or semi-solid state, and 25 millilitres or 
less if the cosmetic is in a liquid state; 


*(5) manufacturing licence number, the number being preceded by 
the letter ‘M’. 


(6) Where a package of a cosmetic has only one label such label 
shall contain all the information required to be shown on both the inner 
and the outer labels, under these Rules. 

149. Labelling of Hair dyes containing Coal Tar Colours ——Hair dyes 


containing para-phenylene-diamine or other coal-tar dye base or coal-tar 
dye intermediate shall be labelled with the following legend in English and 


*Amended or added by GS.R. No. 245 dated 21-2-1976 (Govt. of India Notification 
No. X. 11013/5/72-D & MS dated the 3rd February, 1976). 
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“ee languages and these shall appear on both the inner and the outer 
abels. 


“Caution.—This. product contains ingredients which may cause skin 
irritation in certain cases_and so a preliminary test according to the 
accompanying directions should first be made. ‘This product should 
not be used for dyeing the eye-lashes or eye-brows; as such a use may 
cause blindness”’, 


Each package shall also contain instructions in English and local langu- 
ages on the following lines for carrying out the test : 


“This preparation may cause serious inflammation of the skin in some 
cases and so a preliminary test should always be carried out to deter- 
mine whether or not special sensitivity exists. To make the test, 
cleanse a small area of skin behind the ear or upon the inner surface 
of the forearm, using either soap and water or alcohol. Apply a small 
quantity of the hair dye as prepared for use to the area and allow it to 
dry. After twenty four hours, wash the area gently with soap and 
water. If no irritation or inflammation is apparent, it may be assum- 
ed that no hypersensitivity to the dye exists. The test should, however, 
be carried out before each and every application. This preparation 
Should on no account be used for dyeing eye-brows or eye-lashes as 
severe inflammation of the eye or even blindness may result”. 

150. Report of result of test or analysis of cosmetics.—Test reports 
on samples of cosmetics taken for test. or analysis under these Rules shail 
be supplied in Form 34. 

*150-A 

@PART XV (A) 

APPROVAL OF INSTITUTIONS FOR CARRYING OUT TESTS ON 

DRUGS, COSMETICS AND RAW MATERIALS USED IN THEIR 

MANUFACTURE ON BEHALF OF LICENSEES FOR MANUFACTURE 

FOR SALE OF DRUGS/COSMETICS. =a 

150-B. Application for grant of approval for testing drugs/cosmetics— 
(1) Application for grant or renewal of approval for carrying out 

tests for identity, purity, quality and strength on drugs or 
cosmetics or the raw materials used in the manufacture thereof 
on behalf of licensees for manufacture for sale of drugs or 
cosmetics, shall be made in Form 36 to the Licensing Autho- 
rity appointed by the State Government for the purposes of 
Part VII, VII(A) or XIV of these Rules, as the case may be 
and referred to as the “approving authority” under this Part 
and shall be accompanied by an inspection fee of rupees five 
hundred in the case of testing of drugs specified in Schedules 
C and C(1) and rupees three hundred in the case of testing 
of drugs other than those specified in Schedule C and A ase 
Homoeopathic drugs and cosmetics; 
Provided that the applicant shall furnish to the approving 
authority such additional information as may be required by 
him in connection with the application in Form 36; 


@Added under Govt. of India, Ministry of Health & F.W. Notification No. X. 
11014/7/76/D & MS, dated 23-8-1977. 

*Deleted under G.S.R. No. 1098, dated 24-7-1976 (Govt. of India Notification No. 
X. 11014/2/76-D & MS. dated 9-7-1979). 


THE DRUGS AND COSMETICS RULES 177 


EE Se 
Provided further that if the applicant applied for renewal of 
approval after its expiry but within six oat of such expiry, 
the Inspection fee payable shall be rupees five hundred plus an 
additional Inspection fee at the rate of rupees four hundred per 
month in the case of testing of drugs specified in 
Schedule C and C(1) and rupees three hundred plus an addi- 
tional inspection fee of rupees two hundred per month in the 
case of testing of drugs other than those specified in Schedule 
C and C(1), Homoeopathic drugs and cosmetics; 


(2) A separate application shall be made for grant of approval for 
Carrying Out tests on additional categories of drugs or items of 
cosmetics. 


Explanation.—For the purpose of. this Part, the words ‘drugs’ and 
‘cosmetics’ shall also mean and include the raw materials used in the 
manufacture of drugs including Homoeopathic drugs or cosmetics, as the 
case may be. 


150-C. Form in which approval to he granted for carrying out tests on 
drugs/cosmetics on behalf of licensees for manufacture of drugs/cosmetics 
and conditions for grant or renewal of such approval— 


(1) Approval for carrying out such tests of identity, purity, quality 
and strength of drugs or cosmetics as may be required under 
the provisions of these rules, on behalf of licensee for manufac- 
ture of drugs or cosmetics shall be granted in Form 37. 


(2) Before approval in Form 37 is granted or renewed, the follow- 
ing conditions shall be complied with by the applicant :— 


1. The premises where the tests are being carried out shall be 
well lighted and properly ventilated except where the nature 
of tests of any drug or cosmetic warrants otherwise. Wherever 
necessary, the premises shall be air conditioned so as__ to 
maintain the accuracy and functioning of laboratory instru- 
ments or to enable the performance of special tests such 
as sterlity tests, microbiological tests etc., 


2. The applicant shall provide adequate space having regard 
to the nature and number of samples of drugs or cosmetics 
proposed to be tested; 

Provided that the approving authority shall determine 
from time to time whether the space provided continues to be 
adequate. 

3. If it is intended to carry out tests requiring the use of ani- 
mals, the applicant shall provide for an animal house and 
comply with the following requirements :— 

(a) The animal house shall be adequate in area, well 
lighted and properly ventilated and the animals under- 
going tests shall be kept in air conditioned area. 3 

(b) The animals shall be suitably housed in hygienic 
surroundings and necessary provision made for remo- 
val of excreta and foul smell. 


(c) The applicant shall provide for suitable arrangements 
for preparation of animal feed. 
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(d) The applicant shall provide for suitable arrangements 
for quarantining of all animals immediately on their receipt 
in the institution. 

(e) The animals shall be periodically examined for their physi- 
cal fitness. 

({) The applicant shall provide for isolation of sick animals 
as well as animals under test. 

(g) The applicant shall ensure compliance with the require- 
ments of the Prevention of Cruelty to Animal Act, 1960 
(59 of 1960). 

(h) The applicant shall make proper arrangements for the 
disposal of the carcasses of animals in a manner as not to 
cause hazard to public health. 


(4) The applicant shall provide and maintain suitable equipment 
having regard to the nature and number of samples of drugs or 
cosmetics intended to be tested which shall be adequate in the 
opinion of the approving authority. 


(5) The testing of drugs or cosmetics, as the case may be, shall be 
under the active direction of a person whose qualifications and 
experience are considered adequate in the opinion of the approv- 
ing authority and who shall be held responsible for the reports 
of test or analysis issued by the applicant. 


(6) The testing of drugs or cosmetics, as the case may be, for iden- 
tity, purity, quality and strength shall be carried out by persons 
whose qualifications and experience of testing are adequate in 
the opinion of the approving authority. 

(7) The applicant shall provide books of standard recognised under 
the provisions of the Act and the Rules made thereunder and 
such books of reference as may be required in connection with 
the testing or analysis of the products for the testing of which 
approval is applied for. 


150-D : Duration of approval: An approval granted in Form 37 of 
renewed in Form 38, unless sooner suspended or withdrawn, shall be valid 


up to the 31st December, of the year following the year in which it is granted 
or renewed. 


Provided that if an application for the renewal of an approval in Form 
37 is made before its expiry or if the application is made within six months 
of its expiry after the payment of the additional fee, the approval shall conti- 
nue to be in force until orders are passed on the applications and the appro- 
val shall be deemed to have expired if the application for its renewal is not 
made within six months of its expiry. 


150-E : Conditions of approval: An approval in Form 37 shall be 
subject to the following general conditions :— 

(a) The institution granted approval under this Part (hereinafter 
referred to as the approved institution) shall provide and main- 
tain an adequate staff and adequate premises and equipment as 
specified in rule 150-C. 

(b) The approved institution shall provide proper facilities for 


storage so as to preserve the properties of the samples to be 
tested by it. 


A 
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(c) The approved institution shall mai 


tity, purity, quality and Strength carried out on all samples of 
gs or cosmetics and the results thereof together with the pro- 
tocols of tests showing the readings and Calculation in such form 
as to be available for inspection and such records shall be re- 
tained in the case of substances for which an expiry date is 
assigned for a period of two years from the expiry of such date 
and in the case of other substances for a period of six years. 


(d) The approved institution shall allow the Inspector appointed 
under this Act to enter with or without prior notice the premi- 
ses where the testing is carried on and to inspect the premises 
and the equipment used for test and the testing procedures em- 
ployed. The institution shall allow the Inspectors to inspect 
the registers and records maintained under these Rules and 
shall supply to such Inspectors such information as they may 
require for the purpose of ascertaining whether the provisions 
of the Act and Rules made thereunder have been observed. 


(e) The approved institution shall from time to time report to the 
approving authority any changes in the person-in-charge of 
testing of drugs or cosmetics or in the expert staff responsible 
for testing as the case may be and any material alterations in 
the premises or changes in the equipment used for the purposes 
of testing which have been made since the date of last inspec- 


tion made on behalf of the approving authority before the grant 
or renewal of approval. 


(i) The approved institution shall furnish reports of the results of 
test or analysis in Form 39. 


(g) In case any sample of a drug or a cosmetic is found on test to 
be not of standard quality, the approved institution shall furnish 
the approving authority with copy of the test repoit on the 
sample with the protoccls of tests applied. 


(h) The approved institution shall comply with the provisions of 
the Act and Rules made thereunder and with such further re- 
quirements, if any, as may be specified in the rules subsequently 
made under Chapter IV of the Act of which the approving 


authority has given the approved institution not less than four 
months notice. 


(i) The approved institution shall maintain an Inspection Book to 


enable the Inspectors to record his impressions or defects 
noticed. 


ntain records of tests for iden- 


150-F : Inspection before grant of approval: Before an approval in 
Form 37 is granted, the approving authority shall cause the institution at 
which the testing of drugs or cosmetics, as the case may be, is proposed to 
be carried out to be inspected jointly by the Drugs Inspectors of the Central 
Drugs Standard Control Organisation and the State Drugs Control Organisa- 
tion who shall examine the premises and the equipment intended to be used 
for testing of drugs or cosmetics and inquire into the professional qualifica- 
tions of the expert staff to be employed. 


150-G : Report of Inspection: The Drug Inspectors mentioned in rule 
150-F shall forward to the approving authority a detailed report of the 
result of the inspection. 
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150-H : Procedure of approving authority : 


(1) If the approving authority after such further enquiry, if any, as 
he may consider necessary, is satisfied that the requirements 
of the rules made under the Act have been complied with and 

that the conditions of the approval and the Rules made under 
the Act will be observed, he shall grant an approval in Form 
ST. 


(2) If the approving authprity is not so satisfied, he shall reject the 
application and shall inform the applicant of the reasons for 
such rejection and of the conditions which must be satisfied 
before an approval could be granted. 


150-1 : Further application after rejection: If within a period of six 
months from the rejection of an application for approval, the applicant in- 
forms the approving authority that the conditions laid down have been satis- 
fied and deposits inspection fee of rupees fifty, the approving authority may, 
if, after causing a further inspection to be made, satisfied that the condi- 
tions for grant of approval have been complied with, grant the approval in 
Form 37. 


150-J : Renewal: On an application being made for renewal the 
approving authority may cause an inspection to be made and if satisfied 
that the conditions of the approval and the Rules made under the Act are 
and shall continue to be observed shall issue a certificate of renewal in Form 
38. 


150-K : Withdrawal and suspension of approvals : 


(1) The approving authority may, after giving the approved insti- 
tution an opportunity to show cause why such an order should 
| not be passed, by an order in writing stating the reasons there- 
for, withdraw an approval granted under this Part or suspend 
it for such period as he thinks fit either wholly or in respect of 
some of the categories of drugs or items of cosmetics to which 
Bab it relates, if in his opinion the approved institution has failed to 
comply with any of the conditions of the approval or with any 

provision of the Act or the Rules made thereunder. 


(2) Any approved institution whose approval has been suspended 
or withdrawn may within three months of the date of the order, 
appeal to the State Government which shall dispose of the 
appeal in consultation with a panel of competent persons 
appointed by it in this behalf and notified in the Official Gazette. 


**PART XVI—MANUFACTURE FOR SALE OF AYURVEDIC (INCLUDING 
SIDDHA) OR UNANI DRUGS. 


151. Manufacture on more than one set of premises.—If Ayurvedic 
(including Siddha) or Unani drugs are manufactured on more than one 
set of premises, a separate application shall be made and a separate licence 
shall be obtained in respect of each such set of premises. 

152. Licensing Authorities For the purpose of this Part the State 


Government shall appoint such Licensing Authorities and for such areas 
as may be specified in this behalf by notification in the Official Gazette. 


** Added under Govt. of India, Ministry of Health, F.P:, W.H. and U.D. Notification 
No. 1-23/6 dated t'1e 2-2-1970. 
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153. Application for licence fo manufacture Ayurvedic (including 
Siddha) or Unani drugs.—(i) An application for the grant or renewal of 
a licence to manufacture for sale any Ayurvedic (‘Including Siddha) or 
Unani drugs shall be made in Form 24-D to the Licensing Outhority along- 
with a fee of rupees sixty. 


Provided that in the case of renewal the applicant may apply for the 
renewal of the licence before its expiry or within one month of such expiry: 


Provided further that the applicant may apply for renewal after the 
expiry of one month but within three months of such expiry in which case 
the fee payable for renewal of Such licence shall be Tupees sixty plus an 
additional fee of rupees thirty. 


(ii) A fee of rupees fifteen shall be payable for a duplicate copy of a 
cence issued under this rule, if the original licence js defaced, damaged or 


*153-A. Loan Licence.—(i) An application for the grant of renewal 
of a loan licence to manufacture for sale of any Ayurvedic (including 
Siddha) or Unani drugs shall be made in Form 25-E to the Licensing 
Authority along with a fee of rupees thirty. 


Explanation.—For the Purpose of this rule, a loan licence means a 
licence which a Licensing Authority may issue to an applicant who does 
not have his own arrangements for manufacture but intends to avail him- 
self of the manufacturing facilities owned by a licensee in Form 25-D ; 


Provided that in the case of renewal the applicant may apply for the 
renewal of the licence before its expiry or within one month of such expiry: 


Provided further that the applicant may apply for renewal after the 
expiry of one month, but within three months of such expiry in which case 
the fee payable for renewal of such licence shall be Tupees thirty plus an 

Idi . . 


(ii) A fee of Tupees seven and paise fifty shall be payable for a dupli- 
cate copy of a licence issued under this rule, if the Original licence is 
defaced, damaged or lost. 


154. Form of licence to manufacture Ayurvedic (including Siddha) or 
Unani drugs : (1) Subject to the conditions of rule 157 being fulfilled, a 
ic fo manufacture for sale any Ayurvedic (including Siddha) or Unani 
drugs shall be issued in Form 25-D. The licence shall be issued within a 
period of three months from the date of receipt of the application. 


(2) A licence under this tule shall be granted by the licensing authority 
consulting such expert in Ayurvedic (including Siddha) or Unani Sys- 
ems of medicine as the case may be, which the State Government may 


*154-A. Form of loan licence to manufacture for sale Ayurvedic 
including Siddha) or Unani drugs :— 


A loan licence to manufacture for sale any Ayurvedic (including 
iddha) or Unani drugs shall be issued in Form 25-R. 


*Added under G.S.R_ No. 376 (EF), Gazette of India, Pt. IT, Sec. 3 Sub-Sec. (i) — 
Xtra-ordinary dt. 20-7-78 (Govt. of India, Notification No. X. 11013/2/77-DMS & 
PA, dated the’ 20th July, 1978). 
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(2) A licence under this tule shall be granted by the Licensing Autho- 
rity after consulting such expert in Ayurvedic (including Siddha) or Unani 
Systems of medicine, as the case may be, which the State Government may 
approve in this behalf. 


3) The Licensing Authority shall, before the grant of a loan licence, 
satisfy himself that the manufacturing unit has adequate equipment, staff, 


capacity for manufacture and facilities for testing, to undertake the manu- 
facture on behalf of the applicant for a loan licence. 

155. Certificate of renewal—The certificate of renewal of a licence in 
Form 25-D shall be issued in Form 26-D. 


*155-A. Certificate of renewal of a loan licence.—1 he certificate of 
renewal of a loan licence in Form 25-E shall be issued in Form 26-E. 


156. Duration of licence—An original licence in Form 25-D or a rene- 
wed licence in Form 26-D, unless sooner suspended or cancelled shall be 
valid up to the 31st December of the year following the year in which it is 


granted or renewed. 


Provided that if the application for the renewal of a licence is made 
before its expiry or within one month of its expiry, or if the application 
is made within three months of its expiry after payment of the additional 
fee of rupees thirty, the licence shall continue to be in force until orders 
are passed on the application. The licence shall be deemed to have expired, 


if application fcr its renewal is not made within three snonths of its expiry. 


#156-A. Duration of loan licence.—An original loan licence in Form 
5-FOE-S renewed loan licence in Form 26-E, unless sooner suspended of 
cancelled, shall be valid up to the 31st December of the year following the 


year in which it is granted or renewed. 


Provided that if the application for the renewal of a loan licence is 


made in accordance with rule 153-A, the loan licence shail continue to 
in force until orders are passed om. the application. The licence sha be 
i de withir 


deemed to have expired, if application for its renewal is not ma 
three months of its expiry. 

157. Conditions for the grant or renewal of a licence in Form 25-D-— 
Before a licence in Form 25-D is granted or renewed in Form 26-D th 
following conditions shall be complied with by the applicant, namely :— 


(1) The manufacture pf Ayurvedic (including Siddha) or Unani drug 


shall be carried out in such premises and under such hygienic conditior 
as are specified in Schedule T. 


(2) The manufacture of Ayurvedic (including Siddha) or Unani dru 
shall be conducted under the direction and supervision of competent techr 
cal staff consisting at least of one person, who is a wholetime employee al 
who possesses the following qualifications, namely :— 

(a) A degree in Ayurveda of Ayurvedic Pharmacy, Siddha or Une 
system of medicine, as the case may be, conferred by a University, a St 


Government or Statutory Faculties, Councils and Boards of Indian Syst 


*Added under GSR. No. 376(E), Gazette of India, Pt. ' II, Sec. _s Sub-Sec. (i) 
Extraordinary dated 20th July, 1978. (Govt. of India Notification No. X 11013/2/77 
DMS & PFA dated the 20th July, 1978). 
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of medicine recognised by the Central Government or a State Government 
for this purpose, or 


(b) a diploma in Ayurveda, Siddha or Unani system of medicine 
granted by a State Government or an Institution recognised by the Central 
Government for this purpose, or 


(c) a graduate in Pharmacy or Pharmaceutical Chemistry or Chemis- 
try or Botany of a University recognised by the Central Government with 
experience of at least two years in the manufacture of drugs pertaining to 
the Ayurvedic or Siddha or Unani systems of medicine, or 


(d) a Vaid or Hakim registered in a State Register of Practitioners of 
indigenous systems of medicines having experience of at least four years 
in the manufacture of Ayurvedic or Siddha or Unani drugs, or 


(e) a qualification as Pharmacist in Ayurvedic (including Siddha) or 
Unani systems cf medicine, possessing experience of not less than eight 
years in the manufacture of Ayurvedic or Siddha or Unani drugs as may 
be recognised by the Central Government. 


(3). The competent technical staff to direct and supervise the manufac- 
ture of Ayurvedic drugs shall have qualifications in Ayurveda and_ the 
competent technical staff to direct and supervise the manufacture of Sidhda 
drugs and Unani drugs shall have qualification in Siddha or Unani, as the 
case may be. 

158. Conditions of licence—A licence in Korm 25-D shall be subject 
to the conditions stated therein and to the following further conditions, 
namely :— ) 

(a) The licensee shall maintain proper records of the details of manu- 
facture and of the tests, if any, carried out by him, or by any other person 
on his behalf, of the raw materials and finished products. 


(b) The licensee shall allow an Inspector appointed under the Act to 
enter any premises where the manufacture of a substance in respect of 
which the licence is issued is carried on, to inspect the premises, to take 
samples of the raw material as well as the finished products, and to inspect 
the records maintained under these rules. 


*158-A. Condition of loan licence.—A licence in Form 25-E shall be 
Subject to the conditions stated therein and to the following 
conditions, namely :— 


(a) The licence in Form 25-E shall be deemed to be cancelled or 
suspended, if the licence owned by the licensee in Form 25-D 
whose manufacturing facilities have been availed of by the 
licensee is cancelled or suspended, as the case may be, under 
these rules. 


(b) The licensee shall comply with the provisions of the Act and 
of the Rules and with such further requirements if any, as may 
be specified in any Rules subsequently made under Chapter 
IV-A of the Act, provided that where such further require- 
ments are specified in the Rules; these would come into force 
four months after publication in the Official Gazette. 

(c) The licensee shall maintain proper records of the details of 
manufacture and of the tests, if any, carried out by him, or 

*Added under G.S.R. No. 376 (F), Gazette of India, Pt. IT, Sec. 3, Sub-Sec.(1) — 


Extraordinary, dated 20-7-1978 (Govt. of India Notification No. X. 11013/2/77- 
DMS&PFA, dated the 20th July, 1978), 
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any other person on his behalf, of the raw materials and 
finished products. 


(d) The licensee shall allow an Inspector appointed under the Act 
to inspect all registers and records maintained under these 
rules and shall supply to the Inspector such information as he 
may require for the purpose of ascertaining whether the 
provisions of the Act and the Rules have been observed. 


159. Cancellation and suspension of licences—(1) The Licensing 
Authority may, after giving the licensee an opportunity to show cause, 
within a period which shall not be less than fifteen days from the date of 
receipt of such notice, why such an order should not be passed, by an 
order in writing stating the reasons therefor, cancel a licence issued under 
this Part or suspend it for such period as he thinks fit, either wholly or in 
respect of some of the drugs to which it relates, if in his opinion, the licen- 
see has failed to comply with any of the conditions of the licence or with 
any provisions of the Act and the Rules made thereunder. 


(2) A licensee whose licence has been suspended or cancelled may 


appeal to the State Government within a period of three months from the 


date of receipt of the order which shall, after considering the appeal, decide 
the same. 


160. Identification of raw materials—Raw materials used in the prepa- 
ration of Ayurvedic (including Siddha) or Unani drugs shall be identified 
and tested, wherever tests are available for their genuineness, and records 
of such tests as are carried out for the purpose and the methods thereof 
shall be maintained. 


PART XVII—LABELLING AND PACKING oF AYURVEDIC (INCLUDING 
SIDDHA) OR UNANI DRUGS 


161. Manner of labelling—(1) There shall be conspicuously displayed 
on the label of the container or package of an Aygirvedic (including Siddha) 
or Unani drug, the true list of all the ingredients used in the manufacture 
of the preparation together with the quantity of each of the ingredients 
incorporated therein and a reference to the method of preparation thereof 
as detailed in the standard text and Adikarana, as are prescribed in the 
authoritative books specified in the First Schedule to the Act: 


Provided that if the list of ingredients contained in the medicine is large 
and cannot be accommodated on the label, the same may be printed sepa- 
oe _ oes with the packing and reference be made to this effect 
on the label. 


(2) The container of a medicine for internal use made up ready for 
the treatment of human ailments shall, if it is made up from a substance 
specified in Schedule E(1), be labelled conspicuously with the words 
‘Caution : To be taken under medical supervision’ both in English and Hindi 
language. 

(3) Subject to the other provisions of these rules, the following parti- 
culars shall be either printed or written in indelible ink and shall appear 
in a conspicuous manner on the label of the innermost container of any 
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Ayurvedic (including Siddna) or Unani drug and on any other covering 
in which the container is packed namely :— 


(ii) A correct statement of the net content in terms of weight, 
measure or number as the case may be. The weight and vol- 
ume shall be expressed in metric system, 


(ili) The name and address of the manufacturer, 


(iv) The number of the licence under which the drug is manufac- 
tured, the figure representing the manufacturing licence num- 
ber being preceded by the words ‘Manufacturing Licence Num- 
ber’ or ‘Mfg. Lic. No.’ or “MLL.”. 


(v) A distinctive batch number, that is to say, the number by 
reference to which details of manufacture of the particular 
batch from which the substance in the container in taken are 
recorded and are available for inspection, the figure represent- 
ing the batch number being preceded by the words “Batch 
No.” or “Batch” or “Lot Number” or “Lot No.” or “Lot” or 
any distinguishing prefix. 

(vi) The date of manufacture. For this purpose the date of manu- 
facture shall be the date of completion of the final products, 
or the date of bottling or packing for issue. 


(vii) The words “Ayurvedic medicine” or “Siddha medicine” or 
“Unani medicine” as the case may be. 


(viii) The words “FOR EXTERNAL USE ONLY” if the medicine 
is for external application. 


(ix) Every drug intended for distribution to the medical profes- 
sion as a free sample shall, while complying with the label]- 
ing provisions under clauses (i) to (viii), further bear on the 
label of the container the words “Physicians sample. Not to 
be sold” which shall be Over-printed. 


(4) Nothing in these rules shall be deemed to require the labelling 
f any transparent cover or of any wrapper-case or other covering used 
olely for the Purpose of packing, transport or delivery. 


PART XVITI—GoverRNMENT ANALYSTS AND INSPECTORS FOR 
AYURVEDIC (INCLUDING SIDDHA) OR UNANI Drucs 


162. Duties of Inspectors specially authorised to inspect the manu- 
clure of Ayurvedic (including Siddha) or Unani drugs——Subject to the 
structions of the controlling authority, it shall be the duty of an Inspector 
thorised to inspect the manufacture of Ayurvedic (including Siddha) 

Unani drugs :— 

(i) to inspect not less than twice a year, all premises licensed for 
nufacture of Ayurvedic (including Siddha) or Unani drugs within the 
a allotted to him and to satisfy himself that the conditions of the licence 
| ee of the Act and the Rules made thereunder are being 
erved; 
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(ii) to send forthwith to the Controlling Authority after each inspec- 
tion a detailed report indicating whether or not the conditions of the 
licence and the provisions of the Act and the Rules made thereunder are 
being observed; 


(iii) to take samples of the drugs manufactured on the premises and 
send them for test or analysis in accordance with these Rules; 


(iv) to institute prosecutions in respect of violation of the Act and 
the Rules made thereunder. 


163. Procedure for despatch of sample to Government Analyst and 
its receipt by the Government Analyst—(1) Sample for test Or analysis 
shall be sent to the Government Analyst by registered post of by hand 
in a sealed package, enclosed together with a memorandum in Form 18- 
in an outer cover addressed to the Government Analyst. 


_ (2) The package as well as the outer cover shall be marked with a 
distinguishing number. 


(3) A copy of the memorandum and a specimen impression of the 
seal used to seal the package shall be sent by registered post or by hand 
to the Government Analyst. 


(4) On receipt of the package from an Inspector, the Government 
Analyst or an Officer authorised by him in writing in_ this behalf shall 
open the package and shall also record the conditions of the seals on the 
package. 


(5) After the test or analysis has been completed, one copy of the 
results of the test of analysis shall be supplied forthwith to the sender 
in Form 13-A. A copy of the result in Form 13-A shall also be sent 
simultaneously to the Controlling Authority and to the Drugs Controller, 


India 


164. Method of test or analysis to be employed in relation to Ayur- 
vedic (including Siddha) or Unani drugs.—The method of test or analy- 
sis to be employed in relation to an Ayurvedic (including Siddha) of 
Unani drug shall be such as may be specified in the Ayurvedic (includ- 
ing Siddha) or Unani Pharmacopoeia, or if no such pharmacopoeias are 
available or if no tests are specified in such pharmacopoeias, such tests 
as the Government Analyst may employ, such tests being scientifically 
established to determine whether the drug contains the ingredients as stated 


on the label. 


165. Qualifications of Government Analyst.—A_ person who is ap- 
pointed a Government Analyst under section 33 F of the Act shall be 
a person possessing the qualifications prescribed in rule 44 or a degree 
in Ayurveda, Siddha or Unani System, as the case may be, conferred 
by a University, a State Government or Statutory Faculties, Councils and 
Boards of Indian Systems of Medicine recognised by the Central or State 
Government, as the case may be, for this purpose and has had not less 
than three years’ post-graduate experience in the analysis of drugs in a 
laboratory under the control of (i) a Government Analyst appointed 
under the Act, or (ii) a Chemical Examiner to Government, or (ili) 
the Head of an institution specially approved for the purpose by th 
appointing authority. 
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166. Duties of Government Analyst—(1) The Government Analyst 
shall analyse or test or cause to be analysed or tested such samples of 
Ayurvedic (including Siddha) or Unani drugs as may be sent to him by 
Inspectors or any other persons or authority authorised by the Central 
Government or a State Government under the provisions of Chapter 
IVA of the Act and shall furnish reports of the results of test or analysis 
in accordance with these rules. 


(2) A Government Analyst appointed under Section 33F shall from 
time to time forward to the Government reports giving the result of 
analytical work and research with a view to their publication at the dis 
cretion of the Government. 


*167. Qualifications of Inspector—A person who is amiga an 
Inspector under section 33 G shall be a person who— 


(a) has the qualifications laid down under rule 49 and shall have 
undergone practical training in the manufacture of Ayurvedic 
(including Siddha) or Unani drug, as the case may be; or 


(b) has a degree in Ayurvedic or Siddha or Unani System or a 
degree in Ayurveda Pharmacy, as the case may be, conferred 
by a University or a State Government or a Statutory Faculty, 
Council or Board of Indian Systems of Medicine recognised by 
the Central Government or the State Government for this 


purpose; or 
(c) has a diploma in Ayurveda, Siddha or Unani Systems, as the 
. case may be, granted by a State Government or an Institution 
recognised by the Central Government or a State Government 

for this purpose. 

. ft. SCHEDULE A 
Form 1 
Go [See Rule 4] 


, Memorandum to the Central Drugs Laboratory 
Sepmpsamiver ... 8.0053... 


To the Director, Central Drugs Laboratory 


ree... . as eee 


I send herewith, under the provisions of Section 25(4) of the Drugs 
and Cosmetics Act, 1940, sample(s) of a drug purporting to be ........ 
for test or analysis and request that a report of the result of the test or 
analysis may be supplied to this Court. 

2. The distinguishing number on the packet is 


= Particulars of Onence alleged ..........-- sr emtenserservcunes 
-.  . (SRR «ss RE > 
*Amended under G. S. R. No 376 (E) Gazette of India, Pt. II, Sec. 3 Sub-Section (i) 
Extraordinary, dt.20-7-78 (Govt. of India Notification No. X. 11013/2/77-DM 

& PFA, dated the 20th July, 1978) 
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4. Matter on which opinion is required. ..........eeetteeeeeees bees 

Wu tee Of RSe crete es ss cau has been deposited in Court. 
DONA EE ORE OO i a a “* 

Magistrate 
Form 2 
[See Rule 6] 
Certificate of test or analysis by the Central Drugs Laboratory 

Certified that. the..sample, bearing;mumber. .iis.<ssks+ss.---tsease 
purporting to be a sample of ........ Peceived. OM ..5.5,.1.>-+<saaeeee 
Wits, memorandum’ Nos 44%... coe ee se Rt 4 os + 
WOM ns a ess has been tested/analysed and that the result 


of such test/analysis is as stated below. 
2. The condition of the seals on the packet on receipt was as 
follows :— 


*3. In the opinion of the undersigned the sample a 


quality as defined in the Drugs and Cosmetics Act, 1940, and Rules 
quality as defined in the Drugs and Cosmetics Act, 1940, and Rules 
thereunder 


=. for the reasons: given below :— 
thereunder 


Date Director 


Central Drugs Laboratory or other authorised Officer 
Details of results of test or analysis with protocols of test applied 


Date . Director 


Central Drugs Laboratory or other authorised Officer 


*If opinion is required on any other matter, the paragraph should be suitably amended 


tForms 3 to 7 : 


Form 8 


[See Rule 24] 


Application for licence to import biological and other special products 
specified in Schedules C and C(1) to the Drugs and Cosmetics 
Rules, 1945 


tO .nitted unter Government of India N tification Nod. F. 1-16/57-D, dated -15-6-1957, 
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A fee of rupees fifty has been credited to Government under the 
head of Account “‘(080—Medical—Miscellaneous—fees under the Drugs and 
Cosmetics Rules, 1945—Central” vide treasury receipt attached. 


ft CE a ae Manufacturer's Agent 


ForM 9 
[See Rule 24] 


Form of undertaking to accompany an application for an import licence 


aE ae of ................ hereby give this undertaking that 
for the duration of the said licence— 


(1) the said applicant shali be our agent for the import of drugs 
into India; 


(2) we shall comply with the conditions imposed on a licence 
by clause (a) to (e) of rule 78 of the Drugs and Cosmetics 
Rules, 1945; 


(3) we declare that we are carrying on the manufacture of the 
drugs mentioned in this undertaking at the premises specifi- 
ed below, and we shall from time to time report any change 
of premises on which manufacture will be carried on and 
in cases where manufacture is carried on in more than one 
factory any change in the distribution of functions between 
the factories; 


(4) we shall comply with the provisions of Part IX of the Drugs 
and Cosmetics Rules, 1945; 


45) every drug manufactured by us for import under licence into 
India shall as regards strength, quality and purity conform 
with the provisions of Chapter II of the Drugs and Cosme- 
tics Act, 1940, and the Drugs and Cosmetic Rules, 1945; 


46) we shall comply with such further requirements, if any, as 
may be specified by Rules, by the Central Goverument under 
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ee etme ee Ee 
the Act and of which the licensing authority has given to the 

licensee not less than four months’ notice. 

Names of drugs and classes of drugs 

Particulars of premises where manufacture is carried on. 
re a ints gle hgh AG 

Signed by or on behalf of the manufacturer 


Form 10 
[See Rule 27] 


Licence to import biological and other special products specified in 
Schedules C and C(1) to the Drugs and Cosmetics Rules, 1945 


Number cof licénce: .....%:.. mae see sos - oS eee ees © See 


Helow manufactured by <....55 >> oe eee Ot 4-8. hee om ee 


and any other drugs manufactured by ...........----eeeseerrecees 
as may from time to time be endorsed on this licence. 


*(2) This is subject to the conditions prescribed in Drugs and Cos- 
metics Rules, 1945, and shall be in force from ...........---+.-++>- to 
Ae cee ee et unless it is sooner suspended or cancelled under 
the said Rules. 


Names of drugs and classes of drugs to which the licence applies 


(3) The licensee shall inform the Licensing Authority in writing 
in the event of any change in the constitution of the firm operating under 
the licence. Where any change in the constitution of the firm takes 
place, the current licence shall be deemed to be valid for a maximum 
period of three months from the date on which the change takes place 
unless, in the meantime, a fresh licence has been taken from the Licensing 
Authority in the name of the firm with the changed constitution. 


Licensing Authority 


*Amended by Government of India Notification No. F. 1-10/62-D, ceted 101] Ay ril, 
1964, 


Form 11 
[See Rule 33] 


Licence to import drugs for the purposes of examination, test or analysis 


vdeegvian’ of .......... is hereby licensed to import from ........ 
the drugs specified below for the purposes of examination, test or ana- 
ok Sere ee or in such other places as the licensing autho- 


rity may from time to time authorize. 
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es 


2. This licence is subject to the conditions prescribed in the Rules 
under the Drugs and Cosmetics Act, 1940. 


3. This licence shall, unless previously suspended or revoked, be in 
force for a period of one year from the date specified below :— 


Names of drugs Quantities which may be imported 


Licensing Authority 


Form 12 
[See Rule 34] 


Application for licence to import drugs for purpose of examination, test 


or analysis 
ii See pesiclerit Gee, .... 2. sc camemeecsocces by 
occupation ......- sss. hereby apply for a licence to import the drugs 
specified below for the purposes of examination, test or analysis at .... 
«od oes from ...........-.. and I undertake to comply with the 


conditions applicable to the licence. 


*A fee of rupees fifteen has been credited to Government under the 
head of Account ‘080’-Medical-Miscellaneous-fee under the Drugs and 
Cosmetics Rules, 1945—Central vide treasury receipt attached. 


Names of drugs and classes of drugs 
Quantities 


Signatuge Bes .--+-+- 70m 


*FoRM 12-A 


[See Rule 36, second proviso] 


Application for the issue of a permit to import small quantities of drugs 
for personal use 


Tee. . » «ee wenideiit aa... sc ee =» oo by 
occupation .....--+++++ee-- hereby apply for a permit to import the 
drugs specified below for personal use et ,.... pe es 


I attach a prescription from a registered medical practitioner in regard 
to the need for the said drugs. 


Names of drugs a 
Quantities 


SiQnGHMR gs. s ues 


a ee ee 
*Added under Government of India Notification No. F. 1-36/54-DS, dated 3-3-1955.. 


*Added by S.O. No. 903 dated 28-2-1976 (Govt. of India Notification No. X. 11013/ 
2/75-D&MS dated the 10th February, 1976). 
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FoRM 12-B 
[See Rule 36, second proviso] 
Permit for the import of small quantities of drugs for personal use 


ee eae Of ....006. 0, s000+6005. 48 hereby permitted to 
Pinot: fom as es seam the drugs specified below for personal 
use. 


2. This permit is subject to the conditions prescribed in the Rules 
under the Drugs and Cosmetics Act, 1940. 


3. This permit shall, unless previously suspended or revoked, be in 
force for a period of six months from the date specified below. 


Names of drugs Quantities which may be imported. 
eee See Licensing Authority 


Form 13 
[See Rule 46] 


Certificate of test or analysis by Government Analyst under Section 25(1) 
of the Drugs and Cosmetics Act, 1940 


.. Name: of Inspector from “whom received: .........itses..s~ 
. Serial No. and date of Inspector’s memorandum ........... 
. NumibetveF Samples ssc. eee ae ON ew 
. Date or Secctiot «55. eeeck. 

Names of drugs purporting to be contained in the sample...... 
. Condition of.seals: onsthe package. 2075. ... 2. Sp cee ence 


- Result of test or analysis with protocols of test or analysis 
SP PHEC ais 6% « axis Seas x 


YAMWPRWDND 


is of 
In the opinion of the undersigned the sample referred to above Zh not of om of 


standard quality as defined in the Drugs and Cosmetics Act, 1940. 


standard quality as defined in the Drugs and Cosmetics Act, 1940. 
and Rules thereunder 


and Rules thereunder 
Rs. sy. «se SO Government Analyst.............. 


for the reasons given below :— 


**FORM 13-A 
[See Rule 163(5)] 


Certificate of tests or analysis by Government Analyst under Section 
33H of the Drugs and Cosmetics Act, 1940 


1. Name of Inspector from whom received 


7S 8 86 8 86 8 BOR TP 8S 4 6 So 


__*#Added under Govt. of India, Min. of Health, F.P., WH. and UD. Notihcalon No- 
F 1-23/67-D, dated 2-2-1970, ification No 
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PTUIMUCE EMIDIO .. cree ewes sce sees 
i cyeto Of Fee... se wees se 


5. Names of ingredients purporting to have been used in the pre- 
paration Of the sample ............+0ess0m 


6. Condition of seals on the package .......... 
> Mesuits Geemen OF analySi§uy..«<.......sseene- 


Ww 


ForM 14-A 
[See Rule 47] 
Application from a purchaser for test or analysis of a drug under 
Section 26 of the Drugs and Cosmetics Act, 1940 
1. Full name and address of the applicant............-+++eeeees 
BeemecOpation . div. esi .s- . .ciee 
3. Name of drug purporting to be contained in the sample.......... 
4. Name and full address of the pharmacy or concern where the drug 
was purchased. 

5. Date on which purchased. ...........--seseeeerseccecsatins 
6. Reasons why the drug is being submitted for test or analysis 


Summ fee of rupemiees.-......ceeyec---.-- sean -....vide Schedule 


B to the Drugs and Cosmetics Rules, 1945, has been credited to Govern- 
ment under the head of account “O80—Medical—Miscellaneous—Fees 
under the Drugs and Cosmetics Rules, 1945—-Central/State”—-vide treasury 


receipt attached. 


I hereby declare that the drug being submitted for test was purchased 
by or for me. I further declare that the sample of the drug being sent for 
test or analysis is exactly as it was purchased and has not been tampered 


with in any way to reduce its potency. 


ForM 14-B 
[See Rule 47] 


Certificate of test or analysis by Government Analyst under Section 
26 of the Drugs and Cosmetics Act, 1940 


1. Name of person from whom sample received........--+++++++ 


Gree Of TeCEipe a...) camew ee oso oe Ram 
3. Name of drug purporting to be contained in the sample.......--- 
*A 112d ualer Government of India Notification No. F. 1-3/51 D.S, dated 15-10-1954, 
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ee 

4. Opinion of the Government Analyst—The sample referred to above 
is/is not of standard quality as defined in the Drugs and Cosmetics Act, 
1940, and Rules thereunder. 


Pe Ss oe eae Government Analyst 


**FORM 15 
[See Rules 54 and 145 Cl 


Order under Section 22 (1)(c) of the Drugs and Cosmetics Act, 1940, 
requiring a person not ‘to dispose of stock in his possession 


Whereas, I have reason to believe that the stocks of drugs/cosmetics 
in your possession, detailed below contravene the provisions of section 18 
of the Drugs and Cosmetics Act, 1940; 


Now, therefore, I hereby require you under clause (c) of sub-section (1) 
of section 22 of the said Act, not to dispose of the said stock for a period 


eas oi hoes oe days from the date of this order. 
MG sie oa as ee Wnspector . .. . 25 >= at 
Details of stock of drugs/cosmetics 
RE 0 Se eta ee MEDEION 54, TAS &% Ss 
@FormM 16 


[See Rules 55 and 145-B] 


Receipt for stock of drugs or cosmetics or for record, register document 
or material object seized under section 22(1)(c) or (cc) of the Drugs and 
Cosmetics Act, 1940. 


The stock of drugs or cosmetics or records, registers, documents or 
material objects detailed below has/have this day been seized by me under 
the provisions of clause (c) or clause (cc) of sub-section (1) of section 
22 of the Drugs and Cosmetics Act, 1940 (23 of 1940) from the premises 
SESE e ee ncexess Situated &€.ciecds iss 


OY «hs ea hx sew e 


Details of drugs, cosmetics, records, registers, documents or material 
objects seized. 


Inspector 


= ARSC ET eee: de: | ee 
@Amended by G.S.R. No. 926 dated 16-7-1977 (Government of India Notification 
No. X. 11014/6/76-D&MS, dated 24-6-1977). 


**Amended by G.S.R. No. 1594, dated 12.11 1976 Government of India Notification 
No. X. 11014/4/76-D&MS, dated 28-10-1976. 
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*FORM 17 
[See Rules 56 and 145-A] 
Intimation to person from whom sample is taken 


TO. es a + s,0.08 

I have this day taken from the premises of .........-..++-. situated 
at. . cae a samples of the drugs/cosmetics specified below for 
the purpose of test or analysis. 
Daté alee «< - InispectGmaes.....-> 0a 

Details of samples taken 
Daté. seas - Inspectemes.;........m 
ForM 18 
[See Rule 57] 
Memorandum to Government Analyst 

Serial No. of Memorandum..........----eeeeretrecrercrecese 
From 
To 


The Government Analyst. 


The portion of sample/container described below is sent herewith for 
test or analysis under the nrovisions of clause (i) of sub-section (4) of 
Section 23 of the Drugs and Cosmetics Act, 1940. 


The portion of sample/container has been marked by me with the 
following mark. 


Details of portion of sample or container with name of drug which it 
purports to contain— 


Dat Garas =< Inspector......+++> 


+ForM 18-A 
[See Rule 163(1)] 
Memorandum to Government Analyst 
Serial No. 
From 
To 
The Government Analyst. 


The portion of sample/container described below is sent herewith for 
test or analysis under the provisions of Section 33H of the Drugs and 
Cosmetics Act, 1940. 


EE Sa OTe 
+tAdded under Govt. of India, Min. of Health, F.P., W.H. & U.D. Notification No. 
F. 1-23/67-D, dated 2-2-1970. 
*Amended by S.O. No. 2139 dated 12-8-1972 (Government of India Notification No. 
xX. 11014/12/72-D, dated the 5th June, 1972). 


196 THE DRUGS AND COSMETICS RULES 


The portion of sample/container has been marked by me with the fol- 
lowing mark. | 
Details of portion of sample or container with name of ingredients 


from which it is claimed to be made. 
Inspector. . 6.6 és0eee 4 


*FORM 19 
[See Rule 59(2)] 


Application for grant or renewal of a licence to sell, stock or exhibit 
for sale, or distribute drugs 


RENO cos wa kanes ee a eae Soe a sales ee pee tk» 
' +wholesale 
drugs jspecified in Schedules 


apply for licence to sell by 
retail 


C and C(1) and/or drugs jother than those specified in Schedules C and 
C(1) to the Drugs and Cosmetics Rules, 1945 and also *to operate a 


pharmacy on the premises situated at.............2-+-----++-eeeee> 
2. tThe sale and dispensing of drugs will be made under the personal 
supervision of a qualified person. 
oy irae SS Soa ee mane COMBINGATONE): © gic. + s+ es <p meee 
CHRBING) cs crak ee ees (onAIONS sk oat k-. .'s unions 


ae Categories of deugs to be) sOldsyeisa ks. ois coke ys oe ~ on we wes 
4. §Particulars of storage accommodation for Schedules C and C(1) 
Gices ti the premisgscecterred to “above. ...asuw.s% oe dws se eees 


Sec $OG: “OF TUPEOR ae). 8 6.3 Sg SS Wink Ck ES. ss odes Be 
has been credited to Government under the head of account............ 


Pas bt CaN DIQNOTING 4... ue ee 


ForM 19-A 
[See Rule 59(2)] 


A pplication for the grant or renewal of a restricted licence to sell, stock 
or exhibit for sale, or distribute drugs by retail by itinerant vendors and 
other dealers who do not engage the services of a qualified person 

EEE <6 ys 5 vi VOOR oi Ob Sita ca 6's teenies xs as « hereby 
Drugs other than those specified 
apply for a licence to sell by retail (1) == 
: Drugs other than those specified 
in Schedules C and C(1) on the premises situated at............ ‘ ie ee 
in Schedules C and C(1) as vendor in the area.................... 


eesti eraanananan digidinn 
*Amended under Government of India Notification No. F. 1-16/57-D, dated 15-6-1957. 
¢ Delete whichever is not applicable. 
tTo be deleted if drugs will be sold only by wholesale. 
§Required only if products requiring special storage are to be sold. 
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2. Sales shall be restricted to such drugs as can be sold without the 
Supervision of a qualified person under the Drugs and Cosmetics Rules. 


3. Names or classes of drugs proposed to be sold 


*4, Particulars of the storage accommodation for the starage of 
Schedules C and C(1) drugs on the premises referred to above. 


75. The drugs for sale will be purchased from the following dealers 


and such other dealers as may be endorsed on the licence by the Licesing 
Authority from time to time. 
Bene Ges. dealers, vigiue seas... sss Licence No 


6. A fee of rupees —————— has been credited to Government under 


e @ © See ©. 6 © © ec @ 6 @ Somers 6 6 © ce¢ ec a 8 6 bee 


**FORM 19-AA 
[See Rule 62C] 


Application for grant or renewal of a licence to sell by wholesale or to dis- 
tribute drugs from a motor vehicle 


1. [/We——__———_—————_of___YY—_ hereby apply for 
licence to sell by wholesale or to distribute drugs specified in Schedule C 
and Schedule C(1) and/or drugs other than those specified in Schedule C 
and Schedule C(1) from the vehicle bearing registration No.———————— 
assigned under the Motor Vehicles Act, 1939. 


2. Categories of drugs to be sold/distributed 


3. A fee of rupees————_——__—_————_has been credited to Govern- 
ment under the head of accouwnt——2@———— AAA ———__—§_—_ 


*4. Particulars of the storage accommodation for the storage of drugs 
specified in Schedules C and C(1) on the vehicle referred to above. 
Date eiatre 


* Delete if not required. 
tApplies only to anitinerant vendor. 


tRupees five for itinerant vendors and arplicent frcm a villege crtewn Tevirg e rere 
lation of 5,000 or less, and rupees twenty for other restricted licence. 

** Added by Govt. of India Notification No.!X.11€13/7/7€—D&M:S, datcd the 25th 
January, 1979. 
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FoRM 19-B 
[See Rule 67-A] 


Application for licence to sell, stock or exhibit for sale or distribute 
Homoeopathic medicines 


ae oe Rs 5 oa kg hak Of ost. eee hereby apply for a 
* wholesale 
licence to sell by-—_—--—............. Homoeopathic medicine on 
*retail 


mhe swemhises cituated? at... . sss: oar es 


72. The sale and dispensing of Homoeopathic medicines shall be made 
under the personal supervision of the following competent person in-charge. 


Mame i i). SR See O% 

3. A. fee of rupedss.. 082. has been credited to Government under 
ere head Of AccOUNE:.. 5... ss eeke een. 
es gerne We Seenaiwre. : 22S eee 


el ee 


[See Rule 61 (1)] 


Licence to sell, stock or exhibit for sale or distribute drugs by retail other 
than those specified in Schedules C and C(1). 


| Ser. 5 CeO mE erin is hereby licensed to sell, stock or exhibit 
for sale or distribute by retail drugs other than those specified in Schedules C 
and C(1) of the Drugs and Cosmetics Rules, 1945, *and to operate a phar- 
macy on the premises situated at............ subject to the conditions 
specified below and to provisions of the Drugs and Cosmetics Act, 1940 
and the Rules thereunder, 


2. The licence shall be in force from............ O. .:. ow ikvien. Sieas 
3. Name(s) of qualified person(s) in charge...................... 
& Categories, OF Grams. sus cinivaie< <4 ih ee 

Se Licensing Authority 


Conditions of Licence 


1. This licence shall be displayed in a prominent place in a part of the 
premises open to the public. 


2. The licensee shall comply with the provisions of the Drugs and Cos- 
oy Act, 1940 and the Rules thereunder for the time being in 
orce. 


* Delete whichever is not applicable. 
To he deleted if Homoeopathic medicines will be sold by wholesale. 


a =< ree 
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i. | ee 


3. The licensee shall report to the Licensing Authority any change in the 
qualified staff incharge within one month of such change. 


4. No drug shall be sold unless such drug is purchased under cash or 
credit memo from a duly licensed dealer or a duly licensed manu- 
facturer. 


5. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under 
the licence. Where any change in the constitution of the firm takes 
place, the current licence shall be deemed to be valid for a maximum 
period of three months from the date on which the change takes place 
unless, in the meantime, a fresh licence has been taken from the Licen- 
sing Authority in the name of the firm with the changed constitution. 


ForM 20-A 
[See Rule 61( 1)) 


Restricted licence to sell, stock or exhibit for sale or distribute drugs by 
retuil other thun those specified in Schedules C and C(1) for iti- 
nerant vendors and other dealers who do not engage the services of a 
qualified person. 


|. oS ae is hereby licensed to sell, stock or exhibit 
for sale or distribute on the premises situated at/as vendor in the 
a the following drugs being drugs other than those speci- 
fied in Schedules C and C(1) of the Drugs and Cosmetics Rules, 1945, 
subject to the conditions specified below and to the provisions of the Drugs 
and Cosmetics Act, 1940 and the Rules made thereunder. 


2. The licence shall be in force fromiaee ss. = -- -- eee kc ssa. 


3. The licensee can deal only in such drugs as can be sold without the 
supervision of a “qualified person” under the Drugs and Cosmetics Rules, 
1945. | 


4. The licensee. if he be an itinerant vendor, shall buy drugs only from 
the following dealers and such other dealers as may be endorsed on the 
licence by Licensing Authority from time to time. 


Name of the dealer.....--+-++-+++° Licence No. ,.040.+.+ ++ 600808 
Date sci ee Licensing Authority 
Conditions of Licence 


1. This licence shall be displayed in a prominent place in a part of the 
premises open to the public or shall be kept on the person of the vendor 
-who shall produce it on demand by an Inspector or an officer authorised 
by the State Government in this behalf. 


14—817DGHS/77 


aVU THE DRUGS AND COSMETICS RULES 

5 Ree ee 
2. The licensee shall comply with the provisions of the Drugs and Cos- 

metics Act, 1940 and the Rules thereunder for the time being in force. 


3. No drug shall be sold unless such drug is purchased under a cash or 
credit memo from a duly licensed dealer or a duly licensed manufacturer. 


. 4, The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under the 
licence. Where any change in the constitution of the firm takes place, the 
current licence shall be deemed to be valid for a maximum period of three 
months from the date on which the change takes place unless, in the mean- 
Gime, a fresh licence has been taken from the Licensing Authority in the 
name of the firm with the changed constitution. 


ForRM 20-B 
[See Rule 61(1)] 


Licence to sell, stock or exhible for sale, or distribute by wholesale, drugs 
other than those specified in Schedules C and C (7) 


SOEs 2h eee is hereby licensed to sell, stock or exhibit for 
sale or distribute by wholesale drugs other than those specified in Schedules 
C and C(1) on the premises situated at...... eid, subject 
to the conditions specified below and to the provisions of the Drugs and 
Cosmetics Act, 1940, and the Rules thereunder. 


Licensing Authority 


Conditions of Licence 


1. This licence shall be displayed in a prominent place in a part of the 
premises open to the public. 


2. The licensee shall comply with the provisions of the Drugs and Cos- 
metics Act, 1940 and the Rules thereunder for the time being in 
torce. : 


*3(i) No drug shall be sold unless such drug is purchased under a cash or 
‘ba memo from a duly licensed dealer or a duly licensed manu- 
acturer. 


(ii) No sale of any drug shall be made to a person not holding the 
requisite licence to sell, stock or exhibit for sale or distribute the drug. 
Provided that this condition shall not apply to the sale of any drug 
to—. 


(a) an officer or authority purchasing on behalf of Government, 
or 


*Amended by Government of India Notification No. F.1-63/61-D, dated 17th July, 
1963. 
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(b) a hospital, medical, educational or research institution or a re- 


gistered medical practitioner for the purpose of supply to hi 
patients, or id — 


**(c) 8 manufacturer of beverages, confectional biscuits and other 
non-medicinal products, where such drugs are required for pro- 
cessing these products; | 


4. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under 
the licence. Where any change in the constitution of the firm takes 
place, the current licence shall be deemed to be valid for a maximum 
period of three months from the date on which the change takes place 
unless, in the meantime, a fresh licence has been taken from the Licen- 
sing Authority in the name of the firm with the changed constitution. 


@Form 20-BB 
(See Rule 62-D) 


Licence to sell by wholesale or to distribute drugs other than those specified 
in Schedule C and Schedule C(1) to the Drugs and Cosmetics Rules, 1945 
from a motor vehicle. 


1.§$ ———"——"ss hereby licensed to sell by wholesale, or 
to distribute drugs other than those specified in Schedule C and Schedule 
C(1) from the vehicle bearing registration No. assigned 
under Motor Vehicles Act, 1939, subject to the conditions specified below 
and to the provisions of the Drugs and Cosmetics Act, 1940 and the Rules 
made thereunder. 


.. The licence shall be in force from — 


aa 
3, Categories of drugs.....------+serrrerrrt 
Date. —$—<_——— Licence No. ——————_ 
Licensing Authority. 


Conditions of Licence. 
1. This licence shall be displayed in a prominent place on the vehicle. 


2. The licensee shall comply with the provisions of the Drugs and cOs- 
metics Act, 1940 and the Rules made thereunder for the time being in 
force 


3. (i) No drugs shall be sold by wholesale or distributed unless such 
drug is purchased under a cash or credit memo from a duly licensed dealer 
or a duly licensed manufacturer. 


[40 ee 
** Added under Govt. of India. Min: of Health F.P., W.H. & U.D. Notification 
No. F 1-113/69-D, dated 23-12-1969. 


@ Added by Govt. of India Notification No. X. 11013/7/76-D & MS. dated the 25jh 
January, 1979. 
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(ii) No sale by wholesale or distribution of any drug shall be made 
to a person not holding the requisite licence to Sell, stock, or exhibit for 
Sale or distribute the drug : 


Provided that this condition shall not apply to the sale of any drug to :— 


(a) an officer or authority purchasing on behalf of the Government, 
or 


(b) a hospital, medical, educational or research institution or a 
registered medical practitioner for the purpose of supply to his 
patients, or 


(c) a manufacturer of beverages, confectionary, biscuits and other 
non-medical products, where such drugs are required for pro- 
fessing these products; 


4. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm Operating under the licence. 
Where any change in the constitution of the firm takes place, the current 
licence shall be deemed to be valid for a maximum period of three months 
from the date on which the change takes place unless, in the meantime, a 
fresh licence has been taken from the Licensing Authority in the name of 
the firm with the changed constitution. 


5. The licensee shall inform the Licensing Authority in writing in the 
event or any change in ownership of the vehicle specified in this licence with- 
in seven days of such change”. 


tFORM 20-C 
[See Rule 67-C] 


Licence to sell, stock or exhibit for sale or distribute Homoeopathic medicines 


by retail 
| ae ga Pear © ae is hereby licensed to sell, stock or exhibit for 
sale or distribute by retail Homoeopathic medicines on the premises situated 
Met on 2 6S xs Wie ES tw oe subject to the conditions specified below 


and to the provisions of the Drugs and Cosmetics Act, 1940 and the Rules 
made thereunder. 


SA ae Licensing Authority 


Conditions of Licence 


1. The licence shall be displayed in a prominent place in a part of the 
premises open to the public. 


tAdded under Government of India Notification No. FP. 1-35/64-D dated 18th 
August, 1964. 


© 
THE DRUGS AND COSMETICS RULES 203 


S$ 


2. The licensee shall comply with the provisions applicable to Homoeo- 
pathic medicines under the Drugs and Cosmetics Act, 1940 and the 
Rules made thereunder for the time being in force. 


3. The licensee shall report to the Licensing Authority any change in the 
competent staff within one month of such change. 


@(4) This licence authorises the sale of Homoeopathic medicines made 
from one earlier potency up to a quantity of 30ml. at a time. 


**(5) Where any change in the constitution of the firm takes place, a licensee 
shall inform the Licensing Authority in writing about the same and 
{he current licence shall be valid only for a period of three months 
from the date on which the change takes place unless, in the meantime, 
a fresh licence has been taken from the Licensing Authority in the 
name of the firm with the changed constitution. 


*ForM 20-D 
[See Rule 67-C] 


Licence to sell, stock or exhibit for sale or distribute Homoeoputhic 
medicines by wholesale 


ee is hereby licensed to sell, stock or exhibit 
for sale or distribute by wholesale Homoeopathic medicines on the premises 
MeIAtOC Gt agetaes 3% +. 5s wees subject to the condi‘ions specified below 


and to the provisions of the Drugs and Cosmetics Act, 1940 and the 
Rules made thereunder. 


2. The licence shall bein force from .....-.------s+eeerreerers 
MEG, . ss ees os 8s Sa Licensing Authority 


Conditions of Licence 


1. This licence shall be displayed in a prominent place on the 
premises. 


2. The licensee shall comply with the provisions as applicable to 
Homoeopathic medicines under the Drugs and Cosmetics Act, 
1940 and the Rules made thereunder for the time being in force. 


3. No sale of any drug shall be made to a person not holding the 
requisite licence to sell, stock or exhibit for sale or distribute the 
drug. Provided that this condition shall not apply to the sale 
of any drug to (a) an authority purchasing on behalf of Govern- 
ment, or (b) a hospital, medical, educational or research insti- 


tution or a Homoeopathic medical practitioner for the purpose 
of supply to his patients. 


*Added under Govt. of India Notification No. F. 1-35/64-D, dated 18th August, 
1964 


@Added under Govt. of India, Ministry of Health, F.P., W.H. and U.D. Noti- 
fication No. F. 1-59/68-D, dated 19th November, 1969. 


**Added under G.S.R. No. 665. dated 28-5-1977 (Govt. of India Notification 
No. X. 11014/2/77-D&MS, dated 6-5-1977). 


a 
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@4. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the consitution of the firm 
Opera‘ing under the licence and the current licence Shall be valid 
only for a period of three months from the date on which the 
Change takes place unless, in the meantime, a fresh licence has 
been taken from the Licensing Authority in the name of the firm 
with the changed constitution. | 


*FORM 20-E 
_ [See Rule 67-EE] 


Certificate of renewal of licence to sell, stock or exhibit for sale or distribute 
Homoeopathic Medicines 


1. Number of licence and date of issue...... 


Certified that licence No.......... in Form 20-C/20-D granted on 
se RG. 5 0 Sake BO ice o Ss saa for sale of Homoeopathic medicines at the pre- 
mises situated at.......... has been renewed for a period from ...... to 


SE OF OO OOPS. 9. ® ogee 0 0 © 0 0 08 0 6 


2. Name of competent person incharge. 
BE) As he See Maem Sh 9 Licensing Authority. 


ForM 21 
[See Rule 61(2)] 
ca 
Licence to sell, stock or exhibit for sale, or distribute by retail drugs specified 
in Schedules C and C (1) 

Mare | PN is hereby licensed to sell, stock or exhibit for 
sale or distribute by retail the following categories of drugs specified in 
Schedules C and C (1) to the Drugs and Cosmetics Rules, 1945* and to 
Operate a pharmacy on the premises situated at............ subject to the 
conditions specified below and to the provisions of the Drugs and Cosmetics 
Act, 1940 and the Rules thereunder. 

2. The licence shall be in force OOM gat. 3 c, to 

3. Name(s) of qualified persons in charge 

**4. Categories of drugs 
EO RRO SS es vs 6 6k. pace 


Fo (en Licensing Authority 
*Delete if not applicable 


enc aii SSRN aaa ac RRR mF 
*Added under Govt. of India. Ministry of Health and Family Planning Noti- 
fication No. F. I-14/67-D, dated the 3rd February, 1969, 


**Amended by S.O. 2139 dated 12-8-1972 (Govt. of India Notification No. X. 
11014/12/72-D, dated the Sth June, 1972), 


@Added under G.S.R. No. 665, dated 28-5-1977 (Govt. of India Notification No. 
X. 11014/2/77-D. & MS, dated 6-5-1977). 
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Conditions of Licence 


1. This licence shall be displayed in a prominent place in a part 
ot the premises open to the public, 


2. The licensee shall report to the Licensing Authority any change in 
the qualified staff in charge within one month of such change. 


3. No drug specified in this licence shall be sold or stocked or exhi- 
bited for sale unless such precautions as are published by the 
Licensing Authority from time to time in the Gazette have been 
observed throughout the period during which it has been in the 
possession of the licensee. 


4. If the licensee wants to sell, stock or exhibit for sale, or distribute, 
during the currency of the licence. additional categories of drugs 
listed in Schedules C and C(1) but not included in this licence, 
he should apply to the Licensing Authority for the necessary per- 
mission. This licence will be deemed to extend to the categories 
of drugs in respect of which such permission is given. This 
permission shall be endorsed on the licence by the Licensing 
Authority. 


*5. No drug shall be sold unless such drug is purchased under a cash 
or credit memo from a duly licensed dealer or a duly licensed 
manufacturer. 


6. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the constitution of the firm operating 
under the licence. Where any change in the constitution of 
the firm takes place, the current licence shall be deemed to be 
valid for a maximum period of three months from the date on 
which the change takes place unless, in the meantime, a fresh 
licence has been taken from the Licensing Authority in the name 
of the firm with the changed constitution. 


Form 21-A 
[See Rule 61(2)] 


Restricted licence to sell, stock or exhibit for sale or distribute by retail drugs 
specified in Schedules C and C(1) for itinerant vendors and dealers who do 
not engage the services of a qualified person 

ey Se is hereby licensed to sell, stock or exhibit for sale 

or distribute by retail on the premises situated at/as vendor in the area.... 

ar the following drugs being drugs specified in Schedules C and 

C(1) to the Drugs and Cosmetics Rules, 1945, subject to the conditions 

specified below and to the provisions of the Drugs and Cosmetics Act, 1940 
and the Rules thereunder. 

A . 

2. The licence will be in force from...-++-++°°: et > Ser 

3. Particulars of Schedules C and C(1) drugs to be SOIGHErs sue ees 

4. The licensee, if he is an ‘tinerant vendor, shall buy drugs only from 

the following dealers and such other dealers as may be endorsed on the 

licence by the Licensing Authority from time to time. 


* Added under Government of India Notification No. F. 1-63/61-D, dated 17th July, 
1963. 


—— 
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SAE ES AS a? Nee 
Name of the dealer(s) Licence No........ 
LS a) | et Licensing Authority . 


Conditions of Licence 


1, This licence shall be displayed in a prominent and conspicuou: 
Place in a part of the premises Open to the public or shall be 
kept on the person of the vendor who shall produce it on demand 
by an Inspec.or or an officer authorised by the State Government 
in this behalf. 


2. No drug to which. this licence applies shall be sold or stocked 
and exhibited for sale unless such precautions as are published 
by the Licensing Authority from time to time in the Gazette have 
been observed throughout the period during which it has been in 
the possession of the licensee, 


3. The licensee shall deal only in such drugs as can be sold without 
the supervision of a “qualified person” as defined in the Explana- 
tion to sub-rule (15) of rule 65 of the Drugs and Cosmetics Rules, 
1945. 


4. No drug shall be sold unless such drug is purchased under cash 
or credit memo from duly licensed dealer or duly licensed manu- 
facturer. 


5. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the constitution of the firm operating 
under the licence. Where any change in the constitution of the 
firm takes place, the current licence shall be deemed to be valid 
for a»maximum period of three months from the date on which 
the change takes place unless, in *he meantime, a fresh licence has 
been taken from the Licensing Authority in the name of the firm 
with the changed constitution. 


FORM 21-B 
[See Rule 61(2)] 


Licence to sell, stock or exhibit for sale or distribute by wholesale drugs 
specified in Schedules C and C (1) 


Pie eedevan li ew knes is hereby licensed to sell, stock or exhibit for 
Sale or distribute by wholesale on the premises situated at............ 
the following categories of drugs specified in Schedules C and il)  & 
the Drugs and Cosmetics Rules, 1945. 


Categories of drugs 
2. This licence shall be in force OMS i as a aE os C4 ae 
3. This licence is Subject to the conditions stated below and to the pro- . 
visions of the Drugs and Cosmetics Act, 1940 and the Rules thereunder. 
gctnte NO. eG. 


782" 64% 24% 


eee SS Licensing Authority .......... 
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1. This licence shall be displayed in a prominent place in a part of 
the premises open to the public. 


2. No drug to which this licence applies shall be sold or stocked 
and exhibited for sale unless the precaulions as are published by 
the Licensing Authority trom time to time in the Gazetie nave been 
observed throughout the period during which it has been in the 
possession of the licensee. 


3. If the licensee wants to sell, stock and exhibit for sale or distribute 
during the currency of the licence additional categories of drugs 
listed in Schedules C and C(1) but not included in this licence, 
he should apply to -he Licensing Authority tor the necessary per- 
mission. This licence wil! be deemed to extend to the categories 
of drugs in respect of which such permission is given. i 
permission shall be endorsed on the licence by the Licensing 
Authority. 


*4. (i) No drug shall be sold unless such drug is purchased under 
a cash or credit memo from a duly licensed dealer or a duly 


licensed manufacturer. 


(ii) No sale of any drug shall be made for purposes of resale to 

a person not holding the requisite licence to sell, stock or 
exh b't for sale or distribute the drug. 

Provided that this condition shall not apply to the sale of any drug to— 


(a) an officer or authority purchasing on behalf of Government, or 


(b) a hospital. medical. educational or research institution or a Tre- 
gistered medical practitioner for the purpose of supply to his 


patients, Or 


**(c) a manufacturer of hydrogenated vegetable oils, beverages, con- 
fectionary and other non-medicinal products, where such drugs 


are required for processing these products. 


5. The licensee shall inform the Licensing Authority in writing In 

the event of any change ‘n the constitution of the firm operating 

under the licence. Where any change in the constitution of the 
firm takes place. the current licence shall be deemed to be valid 
for a maximum period of three months from the date on which 
the change takes place unless, in the meantime, a fresh licence has 
been taken from the Licensing Authority in the name of the firm 
with the changed constitution. 


ae 
*Added under Government of India Notification No. F. 1-63/61-D, dated 17th 


July 1963. 
#*#Added under Govt. of India. Minictry of Health, F.P., W.H., and U.D. Noti- 


fication No. F. 1-113/69-D, dated 23-12-1969. 
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**FORM 21-BB 


(See rule 62-D) 


Licence to sell by wholesale or to distribute drugs specified in Schedule C 
and Scheduie C (1) to the Drugs and Cosmetics Rul S, 1945 from a motor 
vehicle. 


pe 


= =. ~——1s~hereby licensed to sell by wholesale, or to 
distribute drugs specified in Schedule C and Schedule C(1) from the 
vehicle bearing registration _No.——_____assioned under » Motor 
Vehicles Act, 1939, subject -to the-conditions specified below and to the 


Provisions of the Drugs and Cosmetics Act, 1940 and the Rules made there- 
under, 


2. The licence shall be in force TO er 
ee ee 


Date ——____ Licence No. 
7 Licensing Authority 


Conditions of licence 
1. This licence shall be displayed in a prominent place on the vehicle. 


2. No drugs to which this licence applies shall be sold by wholesale or 
distributed unless the precautions as are published by the Licensing Autho- 
rity from time to time in the Official Gazette have been Observed throughout 
the period during which it has been in the possession of the licensee. 


3. If the licensee wants to sell by wholesale or distribute during the 
currency of the licence, additional categories of drugs listed in Schedule C 
and Schedule C(1) not included in this licence, he shall apply to the Licens- 
ing Authority for necessary permission. This licence shall be deemed to 
extend to the categories of drugs in respect of which Such permission is 
given. This shall be endorsed on the licence by the Licensing Authority. 


4. (i) Nodru gs shall be sold by wholesale or distributed unless such drug 


is purchased under a cash or credit memo from a duly licensed manu- 
facturer. 


(it) No sale for wholesale or distribution of any drug shall be made for 


the purpose of resale to a person, not holding the requisite licence to 
Sell, stovk or exhibit for sale or distribute the drug : 


Provided that this condition Shall not apply to the sale of any drug to.— 


(a) an officer or authority purchasing on behalf of the Government, 
or 
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(b) a hospital, medical, educational or research institution Or 4a 
registered medical practitioner for the purpose of supply to his 
patients, or : 


(c) a manufacturer of hydrogenated vegetable oils, beverages, con- 
fectionary and other non-medical products, where such drugs 
are required for processing their products. 


5. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under the 
licence. Where any change. in the constitution of the firm takes place, the 
current licence shall be deemed to be valid for a maximum period of three 
months from the date on which the change takes place unless, in the mean- 
time, a fresh licence has been taken from the Licensing Authority in the name 


of the firm with the changed constitution. 


6. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the ownership of the vehicle specified in this licence 
within seven days of such change. 


ForM 21-C 
[See Rule 63-A] 


Certificate of renewal of licence to sell. stock or exhibit for sale or distribute 
: drugs 


Number of licence and patente rs fo eae nt ene, bak 


t Germiedtiiat licence No. *~--.-< ee" in Form 20, 20-A 
20-B. 21, 21-A, 21-B- granted on the .------+ 0704" elas SO ee an 
for sale of the following drugs at the premises situated at...-- ee. sek 
has been renewed for a period from.+..-+----s-°"" tint te se eos 


2. Categories or particulars of BEES 7 en re PPT Te 


3. Name(s) of qualified person(s) judge ese ee pat 


Licensing Authority 


**EFORM 21-CC 
(See rule 63-B) 


Certificate of renewal of licence to sell by wholesale or to distribute drugs 
from a motor vehicle. 


Number of licence and date of Se a ene 


1. Certified that Phence.0 in Form 20-BB of Form 


21-BB granted on ee Os the ve x 
for sale by wholesale or distribution of the following drugs from the vehicle 
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speitrsecunee eS ASPs Dl eee 


bearing registration No.———__________assipned under _ the 
Motor Vehicles Act, 1939 has been renewed for a period from 


i ne a ae a ERIS 


2. Categories of the drugs : 


Licensing Authority. 
Form 24 
[See Rule 69] 


Application for the grant of or renewal of a licence to manufacture for sale 


drugs other than those specified in Schedules C and C (1) 

EUW iio) os eee ORS EES toa yo ee hereby 
apply for the grant/renewal of a licence to manufacture on the premises 
Bitiated af 7 os ee ee the following drugs being drugs other than 
those specified in Schedules C and C (1) to the Drugs and Cosmetics Rules, 
1945. 

1 


2. Names of drugs categorized accordin 


Bere Sy YO! Ae se eee hen ere. 5 ae 


g to Schedule M. 


3. Names, qualifications and experience of technical staff employed for 
Manufacture and testing. 


4. A fee of BELBOCS «5.5 lus eee Ce has been credited to Govern- 
ment under the head of SPE ie cr sn «ne BEER Se 
Date 


Te Pees. © * S65. a) & 


aa menial ti do ciae Ln ee 
NorTe.—The application should be accompanied by a plan of the premises. 


FORM 24-A 


[See Rule 69-A] 


Application for grant or renewal of a loan licence to manufacture for sale 
drugs other than those specified in Schedules C and C (1) 


*Enter here the name of the proprietor, partners of Managing D 
may be. 


*Eater here the name of the applicant firm and the address of the Principal place of 
busine s 


**Added by Good of India Notification No, X. 11013/7/76-D & MS, dated the 25th 
Jinui.ry, 1979. 


irector as the case 
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$e 


—_—_ 


eT Ue PE are 


the undermentioned drugs, other than those specified in Schedules C and 
C(1) to the Drugs and Cosmetics Rules, ; 


Names of drugs (each substance to be separately specified). 


2. The names, qualifications and experience of the expert staff actually 
connected with the manufacture and testing of the specified products in 
the manufacturing premises. 


3. I/We enclose 


(a) A true copy of a letter from me/us to the manufacturing con- 
cern whose manufacturing capacity is intended to be utilised by 
me/us. fe 


(b) A true copy of a letter from the manufacturing concern that 
they agree to lend the services of their expert staff, equipment 
and premises for the manufacture of each item required by 
me/us and that they will analyse every batch of finished product 
and main‘ain the registers of raw materials, finished products 
and reports of analysis separately in this behalf. 


(c) Specimens of labels, cartons of the products proposed to be 


manufactured. 
OME TUDCCS wigs +--+ heer has been credited to Go 
vernment under the head of account....--------:*:-°°°° aaa 
E.R oo ae Signature ....+-%--0+++++°°° 


—- ——— 


tEnter here the name and address of the manufacturing concern where the manufacture 
will be actually carried out and also the Licence number under which the latter operates. 


ForM 24-B 


[See Rule 69] 


Application for grant or renewal of a licence to repack for sale or distribution 
of drugs, being drugs other than those specified in Schedules C and C(1) 


Pe... es eee Of ..:: Sa ho hereby apply for 


2. Names of the drugs to be repacked.......---sse--+-->- ah 
3, Name, quatification and experience of competent I 


as st eeeeeenene 6° °° © £ 9 


Date eee > Signature of applicant ...---+-"° 


—_—_——_ 


2s Nore.— The application shall! be accom anied by a plan of the premises. 
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*FORM 24-C 
[See Rule 85-B] 


Application for the grant or renewal of a licence to manufacture for sale of 
Homoeopathic medicines or a licence to manufacture potentised prcparations 
from back potencies by licensees holding licence in Form 20-C 


2. Names, qualifications and experience of technical staff employed for 
manufacture and testing of Homoeopathic medicines.. 


a A: fee of -Tupets. ......ote eee has been credited to Government 
Under head of account ic...: . ..« eaehepe osreb CR fe 
OS aa ae Poy eee REINS, «og Seen 


Note 1.— Delete whichever portion is not applicable. 
2.—The application should be accompanied by a plan of the premises. 


**FORM 24-D 
[See Rule 153] 


Application for the grant/renewal of a licence to manufacture for sale of 
Ayurvedic/Siddha or Unani drugs 


i I/We. -..< SOL ee Sas ee hereby apply for the 
grant/renewal of a licence to manufacture Ayurvedic (including Siddha) 
of nani drugs -on the premises Sisated wt... .4<ece ad... i. see: 


2. Names of drugs to be manufactured (with details) 


3. Names, qualifications and experience of technical staff employed for 
manufacture and oe of Bede (including Siddha) or Unani 
co Se Soe : 


a, A fee of TUPOES . .. Sc. cee .. .... has been credited to the 
Government under the head of account . Kan a+ Ore and the relevant 
Treasury Challan is enclosed herewith. 


_ Ses Seopa oe DIONNE 6 x. 4: Ke 
(applicant) 


Note.—The application should be accompanied by a Plan of the premises. 
** Added under Govt. of India, Ministry of Health, F.P., W.H. and U.D. Notification 
No. 1-23/67-D, dated 2-2-1970. 


*Amendd by Govt. of India, Ministry of Health, F.P., W.H. and U.D. Notification 
No. F.1-598-D, dated 19th November. 1969. 
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@ForRM 24-E 
[See Rule 154-A] 


Application for grant or renewal of a loan licence to manufacture for sale 
Ayurvedic (including Siddha) or Unani Drugs 


NI aoe shy. cian us vie ees ees AS Pek eae 5 Py ee so 
tee eee tees eee eee hereby apply for the grant/renewai of a 
loan licence to manufacture Ayurvedic (including Siddha) or Unani Drugs 
on the premises situated at.............. Pais ees 


2. Names of drugs to be manufactured (with details). 


3. The names, qualifications and experience of technical staff actually 
connected wit! the manufacture and testing of Ayurvedic (including Siddha) 
or Unani drugs in the manufacturing premises. 


4. I/We enclose. 


(a) A true copy of a letter from me/us to the manufacturing con- 
cern whose manufacturing capacity is intended to be utilised by 
me/us. 


(b) A true copy of a letter from the manufacturing concern __ that 
they agree to lend the services of their competent technical staff, 
equipment and premises for the manufacture of each item re 
quired by me/us and that they shall maintain. tne registers of 
raw materials and finished products separately in this behalf. 


(c) Specimen of labels, cartons of the drugs proposed to be manu- 


factured. 
Me oe ieee has been credited to Government under 
the head of account...............amd the relevant Treasury Challan is 


enclosed herewith. 


(applicant) 


TE Sar Se PG ES PR a ey 

Enter here the name of the proprietor, partners or Managing Director as the case 
may be. is 

+Enter here the name of the applicant firm and the address of the principal place of 
business. 

**Enter here the name and address of the manufacturing concern where the manu- 
facture will be actually carried out and also the licence number under which the letter 
operates. | 

@Added by GSR. No. 376(E) dated the 20th July, 1978 (Govt. of India Notifica- 
tion No. X.11013/2/77-D MS& PFA dated the 20th July, 1978). 
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FORM 25 
[See Rule 70] 


Licence to manufacture for sale of drugs other than those specified in the 
Schedules C and C(1) | 


Wumber of Licence and date’ of issue.........45..........08 


2S order is hereby licensed to manufacture the following 
categories of drugs being drugs other than those specified in Schedules C 
and C(1) to the Drugs and Cosmetics Rules, 1945, on the premises situated 
Mtn, fe ere ras ke under the direction and supervision of the follow- 


ing expert staff. 
(a) Expert staff (Name). 


(b) Names of Drug (each item to be separately specified)........ 


oeee7eeeeeeeeene ewes *@@enewee J 


2. The licence authorises the sale by way of wholesale dealing and 
storage for sale by the licensee of the drugs manufaciured under the licence, 
Subject to the conditions applicable to licence for sale. 


3. the licence shall be. in. force from. 4222... to oe poe hess 


4. The licence is subject to the conditions stated below and to such other 
conditions as may be specified in the Rules for the time being in force under 
the Drugs and Cosmetics Act, 1940. 


Ae 5 See SipAnIey ee MN, 6 he eee 


Desipnaitn ss x. 3. o bc ag eek 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the approved premises and shall be produced at the 
request of an Inspector appointed under the Drugs and Cosme- 
tics Act, 1940. 


2.-Any change in the expert staff named in the licence shall be forth- 
with reported to the Licensing Authority. 


3. If the licensee wants to manufacture for sale additional items of 
drugs not included above he should apply to the Licensing Autho- 
rity for the necessary endorsement as provided in rule 69(5). 
This licence will be deemed to extend to the categories so endor- 
sed. 


4. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the cons‘itution of the firm operating 
under the licence. | Where any change in the constitution of the 
firm takes place, the current licence shall be deemed to be valid 
for a maximum period of three months from the date on which 
the change takes place unless, in the meantime, a fresh licence 
has been taken from the Licensing Authority in the name of the 
firm with the changed constitution. 


a 
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FORM 25-A 
[See Rule 70-AJ 
Loan licence to manufacture for sale drugs other than those specified in 
Schedules C and C(1) 


RS 5 ee under the direction and supervision of 
the following expert staff. 


(a) Expert staff (Names).............. 
(Db) Namegege Grugs. ..cscguwess:- 


3. The licence authorizes the sale by way of wholesale dealing and 
storage for sale by the licensee of the drugs manufactured under the licence 
subject to the conditions applicable to licences for sale. 


4. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in force 
under the Drugs and Cosmetics Act, 1940. 


DIQNGIUTE tev gun «>: - 50 3B eae se p 
Designating so. s - . . 2. Ea ine 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the approved premises and shall be produced on the 
peg an Inspector appointed under the Drugs and Cosmetics 

ct, : 


2. Any change in the expert staff named in the licence shall be 
forthwith reported to the Licensing Authority. 


3. If the licensee wants to undertake during the currency of the 
licence the manufacture for sale of additional drugs he should 
apply to the Licensing Authority for the necessary endorse- 
ment to the licence as provided in rule 69-A. This licence will 
be deemed to extend to the drugs so endorsed. 


"| 4, The licensee shall inform the Licensing Authority in writing 

a in the event of any change in the constitution of the firm ope- 
rating under the licence. Where any change in the constitution 
of the firm takes place, the current licence shall be deemed to 
be valid for a maximum period of three months from the date 
on which the change takes place unless, in the meantime, a 
fresh licence has been taken from the Licensing Authority in 
the name of the firm with the changed constitution. 

el 
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*FORM 25-B 
[See Rule 70] 


Licence to repack for sale or distribution of drugs being drugs other than 
those specified in Schedules C and C(1) 


Number of licence and date of issue ...........222eeeee8> isa 
| ee iy RR OE ais Ske sighs Bee wee is hereby granted 
a licence to repack the following drugs for sale or distribution on the 
premises situated at .........esscecvcerecs under the supervision of 


the following competent staff. 
(a) Names of drugs to be repacked. 
(b) Names of competent staff. 
2. The licence shall be in force from ........... BD’ pot ciaene ee 


3. The licence authorises the sale by way of wholesale dealing by the 
licensee and storage for sale by the licensee of the drugs repacked under 
the licence subject to conditions applicable to licences for sale. 


4. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 


GIG os a ee es 0 a eee Sigmutre ... os cs asics a soa ) 
Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the licensed premises and shall be produced on the 
request of an Inspector appointed under the Drugs and Cos- 
‘metics Act, 1940. 


2. Any change in the competent staff named in the licence shall be 
forthwith reported to the Licensing Authority. 


3. If the licensee wants to repack for sale or distribution addi- 
tional items he should apply to the Licensing Authority for the 
necessary endorsement to this licence; This licence shall be 
deemed to extend to only those items so endorsed. 


4, The drugs repacked under this licence shall bear on their label, 
apart from other particulars required by these Rules, the name 
and address of the licensee and the number of the licence under 
which the drug is repacked preceded by the words “Rpg. 
Lic. INO.” . 


5. The licensee shall inform the Licensing Authority in writing 
in the event of any change in the constitution of the firm ope- 
rating under the licence. Where any change in the constitution 
of the firm takes place, the current licence shall bé deemed to 
be valid for a maximum period of three months from the date 
on which the change takes place unless, in the meantime, a 
fresh licence has been taken from the Licensing Authority in 
the name of the firm with the changed constitution. 


5 ea ee a 
*Added under Government of India Notification No. F. 1-22 /59-D, dated 9-4-1960. 
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*FoRM 25-C 
[See Rule 85-D] 
Licence to manufacture for sale Homoeopathic medicines 
Number of Licence and date of issue 


(ORES. . a who holds a licence in Form 20-C is hereby 
licensed to manufacture Homoeopathic mother tinctures/potentised _ pre- 
parations on the premises situated at ................ under the direc- 


tion and supervision of the following technical staff. 


Technical Staff (Names) 


aoe © © @ 6 © © OO eee en © 6 6 eee 6 O86 ras 


2. The licence shall be in force from 


3. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 


Se Signature 


Designation 


@Deiete me woras who holds a licence in Form 20-C in case this is 
not applicable. 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the premises and shall be produced at the request of an 
Inspector appointed under the Drugs and Cosmetics Act, 1940. 


2. Any change in the technical staff named in the licence shall be 
forthwith reported to the Licensing Authority. 


**3. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the constitution of the firm operat- 
ing under the licence. Where any change in the constitution 
of the firm takes place, the current licence shall be deemed to 
be valid for a maximum period of three months from the date 
on which the change takes place unless, in the meantime a 
fresh licence has been taken from the Licensing Authority in 
the name of the firm with the changed constitution. 


Bae AMed unier Government of India Notification"No. F. 1-36/64-D, dated 18th August 


@Amended and added by Govt. of India, Ministry of Health, F.P., W.H. and U.D. 
Notification No. F. 1-59/68-D, dated the 19th November, 1969. 


**Added by S.0. No. 993 dated 28-2-1976 (Govt. of India Notification No. X.11013/ 
2/75-D&MS dated the 10th February, 1976). 
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*FORM 25-D 
[See Rule 154] 
Licence to manufacture for sale of Ayurvedic (including Siddha) or 


Unani_ drugs 

NG, [OF BeTCe co eee a's on tera 
[ee ns ye eee ee is/are hereby licensed to manufacture 
the following Ayurvedic (including Siddha) or Unani drugs on the pre- 
mises SiGame at «7... . Goes tie os under the direction and supervision 


of the following technical staff :— 
(a) Technical staff (Names). 
(b) Names of drugs (each item to be sopantnely specified ). 
2. The licence shall -be-in force from... ....... Se 


3. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 


Date of Issue 
ee Se . 


DPERENGION .. . sce ss os SSO RRS é 
Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the approved premises and shall be produced at the 
request of an Inspector ee under the Drugs and Cos- 
metics Act, 1940. 


2. Any change in the technical staff named in the licence shall be 
reported forthwith to the Licensing Authority. 


3. This licence shall be deemed to extend to such additional items 
as the licensee may intimate to the Licensing Authority from 
time to time, and as may be endorsed by the Licensing Autho- 


rity. 


4. The licensee shall inform the Licensing Authority in writing in 
the event of any change in the constitution of the firm operat- 
ing under the licence. Where any change in the constitution of 
the firm takes place, the current licence shall be deemed to be 
valid for a maximum period of three months from the date 
on which the change takes place unless, in the meantime a 
fresh licence has been taken from the Licensing Authority in 
the name of the firm with the changed constitution. 


*Added under Government of India, Ministry of Health, F.P., W.H. and! U.D. Noti- 
fication No. 1-23/67-D, dated 2-2-1976. 


oo —- ss 
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*FORM 25-E 
[See Rule 154-A] 


Loan licence to manufacture for sale Ayurvedic (including Siddha) or 
Unani Drugs 


one a BES Pes bos eee is hereby granted 


tS ea Spit apes S2be po ala ale’ 2,90 2 under the direction ‘and 
supervision of the following expert technical staff. 


(a) Technical Staff (Names) ....--.--eeee cree rrreees 
(b) Names of drugs (each item to be separately specified) 


4. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time veing in 
force under the Drugs and Cosmetics Act, 1940. 


OF ON OT ee eee a aCe 


Designation. ....: i, Seer ees oP 
Conditions of Licence 


1. This licence and any certificate of renewal in force shall be 
kept on the approved premises and shall be produced at the 
request of an Inspector, appointed under the Drugs and Cos- 
metics Act, 1940. 


2. Any change in the technical staff named in the licence shall be 
reported forthwith to the Licensing Authority. 


3. This licence shall be deemed to extend to such additional items 
as the licensee may intimate to the Licensing Authority from 
time to time, and as may be endorsed by the Licensing Autho- 
rity. 

A. The licensee shall inform the licensing authority in writing in 
the event of any change in the constitution of the firm operat- 
ing under licence. Where any change in the constitution of 
the firm takes place, the current licence shall be deemed to be 
valid for a maximum period of three months from the date 
on which the change takes place unless, in _ the meantime a 
fresh licence has been taken from the Licensing Authority in 
the name of the firm with the changed constitution. 


ene 
*\41:1 by GSR No. 376(B), dated the 20th July, 1978 (Govt. of India Notification No. 
11913/2/ 77-DMS&PFA, dated the 20th July, 1978). 
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FORM 26 
[See Rules 73 and 83] 


Certificate of renewal of licence to manufacture for sale drugs . 


1. Certified that licence No. ........ granted on the .......----- ; 
10 . oi nace eee for the following categories of 
manufacture of the undecminaied irae 


drugs being drugs other than those specified in Schedules C and C(1) 
being drugs covered by Schedules C and C(1) to the Drugs and Cosmetics 
to the Drugs and Cosmetics Rules, 1945 

Rules, 1945 at the premises situated 


ee has been renewed from ...........- 
*Categories of drugs 
Names of drugs 


2. Name(s) of approved expert staff ..........eeeees Rte tee se oe 
SIPNGUITE . 5 os va tees se ore 
j 2] PS FS Bo ave*+ 0.0 ore eeae DesigngGon ..... <<< evees oes sok 


* Delete whatever portion is not required. 


FORM 26-A 
[See Rules 73-A and 83-A] 


Certificate of renewal of loan licence to manufacture for sale drugs 


1. Certified that loan licence No. ........ granted on the ........ 
a wid 0.0 6+ Cea 10 Sk swe dasxsvsscheunee Or UG See Gn 
*drugs other than drugs in Schedules C anc C(I) to the Drugs and 
under mentioned drugs*, being drugs specified in Schedules C and 
C(1) to the Drugs and Cosmetics Rules, 1945 at the premises situated 
Cosmetics Rules, 1945 


eS a C/O: eoeis < & 6 < 6h eas has been renewed 


2. Names of the approved expert staff. 


ETO. «< « s sik eS kd 
ae ee ee err ee rere . 


*Names of drugs (each substance to be serarately specified). 
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*FORM 26-B 
[See Rule 73-B] 


Certificate of renewal of licence to repack for sale or distribution of drugs 
being drugs other than those specified in Schedules C and C(1) 


1. Certified that licence No. ........ granted on thé ,......+-sseee 
OD ces cee eee for the repacking of the following drugs at the 
premises gituated at............6. has been renewed from........... : 
eee ee 

Names of drugs to be repacked .............45- 

2. Names of competent staff .........- eee eeeeeceecs 

UTE. gy 3 + oo eo wee Figs 
OSS. MENPEPUGHION Jota so oo eo cee 
FORM 26-C 


(See Rule 85-G) 
Certificate of renewal of licence to manufacture for sale of Homoeopathic 
medicines 


@eeeeuued that licence No... . .aieen ss + oc cones granted on the 
3a to ................ for the manufacture for sale of 


the Homoeopathic mother tinctures/potentised preparations at the premises 
I, wo cou wean ¢ a + oo aglaw eo + + oe ie has been renewed 
meme from thes... .... 2. sccceeeess- tO ee es sp ee 


ees Of teGhmmema Stall . so. cae cs ee eles eee °: 


, RPVMILITG. . ete os oo 0 in ae oie 
ete... . os mee Designation .......0s02+++000 ‘ 


**FoRM 26-D 
(See Rule 155) 


Certificate of renewal of licence to manufacture for sale of 
Ayurvedic /Siddha or Unani drugs 


feeeeuned. that Heemce No. <:eemeg ....... ees... granted on 
a fe IEE DAESSTS. of len es os 5 for the manufacture of 


2. Name of technical staff ..... ccc sseess 
@3, Names of drugs (each item to be separately specified). 


SPGIITC . J. euei ss. s+ bee . 
DAtra. 5. ss ace ee mesenatiOn Goes i .. ss sees 


al SDS 3 iA SS A EOS TES 
*Added under Government of India Notification No. F. 1-22/59-D, dated 9th April, 
1964, 
**A dded under Government of India, Ministry of Health, F.P., W.H. and U.D. Noti- 
fication No. 1-23/67—D, dated 2-2-1970. 
@ Added by G.S.R. No. 376(E), dated the 20th July, 1978. (Govt. of India Noti- 
fication No. X. 11013/2/77-DMS & PFA, dated the 20th July, 1978. ) 
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*FORM 26-E 

(See Rule 155-A) | 


Certificate of renewal cf loan licence to manufacture for sale of A yurvedic/ 
Siddha/or Unani Drugs 


I’. Certthed:: that Joamiataeence No, ue. ...... -Gaaeeee s granted 
On the ceo. oo eee 10 = eee «+ + «+ » RRs pe ete 34 
for the manufacture of Ayurvedic/Siddha/or Unani drugs at the premises 
Situdt@@-a@eee ee 2, . C/O... ss ss ee has _ been 
rene wea tae. 6. is ee... ee ro... See oe : 
2, ieee technical ‘stan 5... < s+ spears 5 «0 a ae Ee - Soe A 

Date. cee... eee 
Demgiure. . .. cc te cs « «+See 
Desemalion . >. Sees ia a «ss Oe 

FORM 27 


Application for grant or renewal of a licence to manufacture fer sale drugs 
specified in Schedules C and C(1) 


1 A ieee Pe ae hereby apply for the grant/ 
renewal of a licence to manufacture on the premises situated at ........ 
ee ee see deeeeeceeeseseess. the undermentioned drugs, being drugs 


specified in Schedule C and/or C(1) to the Drugs and Cosmetics Rules, 
1945. 


Names of drugs. 
(each item to be separately specified). 


2. The names, qualificatious and experience of the expert staff responsi- 
ble for the manufacture and testing of the above mentioned drugs. 


(a) Namé(s) of staff responsible 


ROCNCOL . Fv by Rates a ss 5 5 ak eS 
(b) Name(s) of staff responsible 
fee vatiuiteACture-w ans: . . . sce eee dc. 6 4 «Sete ov 0 wo SE 


3. The premises and plan are ready for inspection 
Will be ready for inspection on 


4. A TOR Gr rupees ise: ss gy 1 #845 hx and an imspection fee 

OF, TUPCES ci Sean « coe es sie has been credited to 
Government under the head of account. 

Beate. crea ween SS Vo , ie: ae wes 

EPEMEONIOR .. oA Meee ss 


Notr.—The application shall be accompanied by a plan of the premises, 
*Added by GSR No. 376 (E), dated the 20th July, 1978 Govt. of India Notifica- 
tion No. X. 11013 /2/77-DMS&PFA, dated the 20th July, 1978). 
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ForM 27-A 
[See Rule 715-A] 


Application for grant or renewal of a loan licence to manufacture for sale 
drugs specified in Schedules C and C(1) 


2) <a ay OP. ney eo 8 toe hereby apply for 
the grant/renewal of Loan licence to manufacture on the premises situated 
SS ae Dg ony Cage eh he mn nse te oot the 


undermentioned drugs, being drugs specified in Schedules C and C(1) 
to the Drugs and Cosmetics Rules. 


Names of drugs (each substance to be separately specified) . 


2. The names, qualifications and experience of the expert staff actually 
connected with the manufacture and testing of the specified products in the 
manufacturing premises. 


(a) Name(s) of expert staff responsible for manufacture ...--- 
(b) Name(s) of the expert staff responsible for testing ...----- 


3. I/We enelose 


(a) A true copy of a letter from me/us to the manufacturing con- 
cern whose manufacturing capacity is intended to be utilised 
by me/us. 


(b) A true copy of a letter from the manufacturing concern that 
they agree to lend the services of their expert staff, equipment 
and premises for the manufacture of each item required by 

me/us and that they will analyse every batch _of finished pro- 
ducts and maintain the registers of raw materials, finished 
products and reports of analysis separately on this behalf. 


(c) Specimens of labels, cartons of the products proposed to be 


| manufactured. 
le ee MICS Ais ape are step mints She Site. dash” SG has been credited 
to Government under this Head of AcCcOMOt... ig: «coher Fan se 
RM i Ds ds eee sees Signature Sate wert Pe 


Designation ....--+-+++:0000 7"? 


Pr ere) wee!) ee 
: *Enter here name of the proprietor, partners of Managing Director, as the case may 
e. 

{Enter here name of the applicant firm and the address of the principal place of 
business. 

tEnter here the name and address of the manufacturing concern where the manu- 
facture will be actually carried out and also the licence number under which the latter 
operates. 
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i a 
ForRM 28-A 
[See Rule 76] 


Licence to manufacture for sale drugs specified in Schedules C and C(1) 
Number of licence and date of issue 


iF 
to manufacture at the premises situated at the 


2 2 2 2 88 2 2 @ 8 © 9 6 0 2 © 29.8 4.09 08 6 6 


3. The licence authorises the sale by way of wholesale dealing and 
storage for sale by the licensee of the drugs manufactured under the licence 
subject to the conditions applicable to licences for sale. 


4. The licence will be in force from 


5. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 


Date of issue 


SPs Bp e 0: WS 2 6!S SSS De ek be Se 


=> © © 2 8.) 2 2 22 OS 2 se ee 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be kept on 
the approved premises and shall be produced at the request of an Inspec- 
tor appointed under the Drugs and Cosmetics Act, 1940. 


2. If the licensee wishes to undertake during the currency of the 
licence the manufacture of any drug specified in Schedules C and C({) 
not included above, he should apply to the Licensing Authority for the 
necessary endorsement as provided in rule 75(3). This licence will be 
deemed to extend to the items so endorsed. 


3. Any change in the expert staff shall be forthwith reported to the 
Licensing Authority. 


4. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under the 
licence. Where any change in the constitution of the firm takes place, 
the current licence shall be deemed to be valid for a maximum period of 
three months from the date on which the change takes place unless, in 
the meantime, a fresh licence has been taken from the Licensing Authority 
in the name of the firm with the changed constitution. 


aa 
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ForM 28-A 
[See Rule 16-A] 


Loan licence to manufacture for sale drugs specified in Schedules C and 
C(1) 
1. Number of licence enuenmate Of isSUB mass +++ ++ +r emmmnrerss se * 
ae re . ———— is hereby granted 
a loan licence to manufacture on the premises situated at ...-------++ 


ae RR SSS aaa: ar 
3. Names of approved expert a a ee. 
*3A. The licence shall be in force (reas. sos a oo sae 


4. The licence authorizes the sale by way of wholesale dealing by 
the licensee and storage for sale by the licensee of the drugs manufactured 
under the licence subject to the conditions applicable to licence for sale. 


5. The licence is subject to the conditions stated below and to such 
other conditions as may be specified in the Rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 


Tite of SSM G. «-- +--+ seme: Signature .....isebasies sesso 


Designation ..... SS 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be kept 
on the approved premises and shall be produced at the request of an 
Inspector appointed under the Drugs and Cosmetics Act, 1940. 


2. If the licensee wishes to undertake during the currency of the 
licence to: manufacture any drugs specified in Schedule C and/or C(1) 
not included above, he should apply to the Licensing Authority for the 
necessary endorsement as provided in rule 7 5-A. This licence will be 
deemed to extend to the items so endorsed. 


3. Any change in the expert staff shall be forthwith reported to the 
Licensing Authority. 


4. The licensee shall inform the Licensing Authority in writing in the 
event of any change in the constitution of the firm operating under the 
licence. Where any change in the constitution of the firm takes place, 
the current licence shall be deemed to be valid for a maximum period of 
three months from the date on which the change takes place unless, in 
the meantime, a fresh licence has been taken from the Licensing Authority 
in the name of the firm with the changed constitution. 


gaat under Government of India Notification No. F. 1-10/62-D. dated 11th April, 
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Ee 
FoRM 29 


[See Rule 89] 


Licence to manufacture drugs for purposes of examination, test or analysis 


bes apn gee igs gid i oR Ee. aM is hereby licensed 
to manufacture the drugs specified below for purposes of examination, 
test or analysis at 


*eenee 
2.8 9 8 0 R58 PERSO Ne 2 6 6 0 6 ee p eT aeE eae S06 6 «-Gteta aes 


2. This licence. is Subject to the conditions prescribed in Part VIII of 
the Drugs and Cosmetics Rules, 1945, 


3. This licence shall be in force for one year from the date specified 
below. 


Names of drugs 


vo a wee -+++...... Licensing Authority 


Form 30 


[See Rule 90] 


Application for licence to manufacture drugs for purposes of examination, 
test or analysis 


Bs... et Oe Ole... eee os by occupation 
wn. si venerea< hereby apply for a licence to manufacture the 
drugs specified below for Purposes of examination, test or analysis at 


eee ae and I undertake to comply with the conditions 
applicable to the licence. 


Names of drugs 


Mo. ee ‘sss... Signature 


Form 31 
[See Rule 139] 
Application for grant or renewal of a licence to manufacture cosmetics 
sale 


for 
ke d/ WE 5 Sa... 8 ee hereby apply for the 
grant/renewal of a licence to manufacture on the premises situated at 
IS a) ee the following cosmetics :— 


2. Names of ‘Cosmetics 


3: Names, qualifications and experience of technical staff employed for 
manufacture and testing 


Dy ae SA Ss 9 40 Oe se 6 «046 beet 5 


| ERS EES 9S 86 8 ORE eae 0 +e eis 6 5.6 


Date 


i ee SS a a 


accompanied bya plan of the premises. 


NotTe.—The application should be 
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A 


*FORM 31-A 


(See Rule 138-A) 
Application for grant or renewal of loan licence to manufacture cosmetics 
ear . okies « ER ele hereby apply 


MEP WO 5. peewee eee nO beset e eee eresnes hereby apply 
for grant/renewal of a loan licence to manufacture cosmetics for sale 


on the premises situated at ..........;.. C/Guti.. ss... pees 
the following cosmetics :— 
2. Names of Cosmetics 


@ @ @ @ Beene ese e€ 6€ ee 6 ee eS Se 66 


3. The names, qualifications and experience of the expert staff actually 


connected with the manufacture and testing of the specified products in 
the manufacturing premises. 


4. I/We enclose 


(a) A true copy of a letter from me/us to the manufacturing 
concern whose manufacturing capacity is intended to be 
utilised by me/us. 


~(b) A true copy of a letter from the **manufacturing concern that 
they agree to lend the services of their expert staff, equipment 
and premises for the manufacture of each item required by me/ 
us and that they will analyse every batch of and maintain the 
registers of raw materials, finished products and reports of 
analysis separately in this behalf. 


(c) specimens of labels, cartons of the products proposed to be 


manufactured. 
moe. fe@ Of Fomees ...... .anme ee has been credited to Government 
weuee-ane head Geasccount . 22S ls 0 eee 
a IRTIONME tee, ... .- seen. 
ForM 32 


[See Rule 140] 
Licence to manufacture cosmetics for sale 
Number of Licence and date of issue 


IIT oo is hereby licensed to manufacture on the premises 


RS eee, eee ee the following cosmetics under the 
supervision of the following technical staff :— 


(a) Names of cosmetics 
(b) Names of the téchnical staff 


*Added by G.S.R. No. 444 dated 28-4-1973 (Government of India Notification No. 
X-11014/4/72-D (Pt.) dated the 31st March, 1973). 


**Entor here the name and address of the manufacturing concern where the manu- 
facture will be actually carried out and also their licence numter. 
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2. The licence shall remain in force from ......---- 
(both days inclusive). 


3. The licence is subject to the con 
other conditions as may be specified in the Drugs 


1945. 


ditions stated below and to such 
and Cosmetics Rules, 


Signature....+sseeesereere? 
Designation. ...++++e++eeere? 


Conditions of Licence 


1. This licence and any certificate of renewal in force shall be kept 
on the approved premises and shall be produced at the request of an 
Inspector appointed under the Drugs and Cosmetics Act, 1940. 


2. Any change in the technical staff shall be forthwith reported to the 


Licensing Authority. 

3. If the licensee wants to manufacture for sale additional items he 
should apply to the Licensing Authority for the necessary endorsement to 
the licence as provided in rule 138(3). This Ecence shall be deemed to €x- 
tend to the cosmetics so endorsed. | 


#4. The licensee shall inform the Licensing Authority in writing in 

the event of any change in the. constitution of the firm operating under the 
licence. Where any change in the constitution of the firm takes place, the 
current licence shall be deemed to be valid for a maximum period of three 
months from the date on which the change takes place unless, in the mean- 
time, a fresh licence has been taken from the Licensing Authority in the 
name of the firm with the changed constitution. 


**FORM 32-A 
[See Rule 139-B] 
Loan licence to manufacture cosmetics for sale 
1. Number of licence and date of issue 


» Sere st Ee RE SS ee eee is hereby granted 
a loan licence to manufacture the following cosmetics on the premises 
under 


situated at ...cevsvcsscsse tesa 
the direction and personal superv 


(a) Names of the technical staff. 
(b) Names of cosmetics. 
3. The licence shall remain in force (FOM wo. es cess (6: 4. SsSNGs . 
A. The licence is subject to the conditions stated below and to such 
other conditions as are specified in the rules for the time being in force 
under the Drugs and Cosmetics Act, 1940. 
Signature... ..cceevecesssees 
Designation. .. 0... 0.00 eeeenee 


*Added by S. O Np 903 dated 28-2-1976 (Govt. of India Notification No. 

[ 2/75-D&MS, dated the Oth February, 1976). ification No. X. 11015) 
** Added by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notificati ’ 

4)72-D CPt.) dated the 31st March, 1973). otification No. X-11014/ 
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rr 
Conditions of Licence 

1. This licence and any certificate of renewal in forcé shall be kept 


on the approved premises and shall be produced at the request of an 
Inspector appointed under the Drugs and Cosmetics Act, 1940, 


2. Any change in the technical staff shall be forthwith reported to the 
Licensing Authority. 


3. If the licensee wants to manufacture for sale additional items he 
should apply to the Licensing Authority for the necessary endorsement to 


the licence as provided in rule 138-A(5). This licence shall be deemed 
to extend to the cosmetics so endorsed. 


ForM 33 
[See Rule 141] 


Certificate of renewal of licence to manufacture cosmetics for sale 


1. CesGues that licence 2.... 6.0.8 08... granted on the 
SS to ................. for the manufacture for sale 
of the following cosmetics at the premises situated at ................ 
has been renewed from ............ and shall expire on.......... 


1. Names of cosmetics. 


2. Names of the technical staff. 


oo agree aeate« os Ag eee Signature 


eco ec qeoeo@eeweee@erv0ecces sd 


Designation 


*FORM 33-A 
[See Rule 141-A] 


Certificate of renewal of loan licence to manufacture Cosmetics for sale 


a. Certified. that loan licénee No. .......¢i...... granted on the 
aids. sae eee to ............ for the manufacture for sale of the 
following cosmetics at the premises situated at C/o .........0ceecceeuee 

_hhas been renewed from ............ to 


1. Names of cosmetics. 
2. Names of technical staff. 
Bei OS oo So ee. «a 
pe) er) ne : 


*Added by G.S.R. No. 444 dated 28-4-1973 (Govt. of India Notification No. 11014/ 
4/72-D (Pt.) dated the 31st March, 1973). 


230 THE DRUGS AND COSMETICS RULES 
al 
ForM 34 


[See Rules 131 and 150] 

Certificate of test or analysis of cosmetic by the Central Drugs Laboratory 
or the Government Analyst 

1. Name of the officer or Inspector from whom received .....-+--- 


2. Serial number and date of the Officer’s/Inspector’s memorandum 


aia >. Oe 66. 0-6 0.6; 67 92K See 8 oe? 


4 “Date of receipt .. >. . >>» se: + re a | 
5. Name of the Cosmetic purporting to be contained in the sample 


6. Condition of seals on the @aceaee:.: -.isaee ass +e ees 
7. Results of test or analysis : 


The sample of cosmetics— 
(a) contains a prescribed colour only. 
does not contain a prescribed colour. 
(b) does not contain harmful ingredients. _ 
contains harmful ingredients. 
(c) conforms to claims made on the label as to the 
nature: and quality of the cosmetic. 
does not conform to claims made on the label as to 


the nature and quality of the cosmetic. 
(d) does not contain Lead or Arsenic compounds used in 


colouring. ; 
contains Lead or Arsenic compounds used in 


colouring. 
BE sonics ik ee Director, 


Central Drugs Laboratory/Government Analyst. 


@ForRM 35 
(See rules 65, 74, 74A, 78, 85H, 142 and 142-A) 
Form in which the Inspection Book shall be maintained 
(A) The cover of the Inspection Book shall i owin 
particulars, namely :— nee ges peor Reed . 
1. The name and address of the Licensee ..............05., 


(B) (i) The pages of the Inspection Book shall be seri re 
© serially numbered 
and duly stamped by the Licensing Authority. "The pages, 


“(jaded ender Goverament of int, Mdibuy of Eu Os el 
tion No. F. 1-14/68-D, dated 2 eieieen. Ministry of Health, F.P. and U.D. Notifica- 
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other than the first and the last pages, shall have the following: 
particulars :— 


Name and designation of the Inspector who inspects the pre~ 
VISOR CTE LICEDSCO . i caine es os weeks oe ne es wee 
Date of Inspection ...... 
Observations of the Inspector 


Signature of the Inspector 
(ii) The first and last pages of the Inspection Book shall be 
endorsed by the Licensing Authority with the following words,. 


namely :— 
Inspection Book maintained by M/s. ....-..-+-++++5+5> 
situnteg@ ae... ...s . eee for licence number 


a fae é-e © ke ee eo 


sg a GEN el <-> = 5 eanetliets in Form 
under Drugs and Cosmetic Rules. 


o 2 eels a4. 6 @.0 © © 8 2 ee 


Seal and Signature of the 
Licensing Authority. 


Notes.— (i) Printed copy of the Inspection Book may be obtained by the licensee frem- 
the Licensing Authority on payment. 


(ii) The Inspection Book shall be maintained at the premises of the Licens€e- 


(iii) The observations made by the Drugs Inspector shall be in triplicate. The 
original copy shall be retained in the Inspecticn Ecck to be maintained 
in the premises of the Licensee. The Cuplicate copy shall be sent to the 


Licensing Authority. The triplicate ccpy shall be taken as reccic by the 
Inspector. 


**FORM 36 
(See rule 150-B) 


Application jor grant or renewal of approval for carrying out tests or 
drugs/cosmetics or raw materials used in the manufacture thereof on behalf 


of licensees for manufacture for sale of drugs/cosmetics 
Wee t/We . sca... .- - . jg se eo... eee 
hereby, apply for the grant or renewal of approval for carrying out tests 
of identity, purity, quality and strength on the following categories of 
drugs/items of cosmetics or raw materials used in the manufacture thereof 
on behalf of licensees for manufacture for sale of drugs/cosmetics. 


(2) *Categories of drugs, items of cosmetics :— 
(a) Drugs other than those specified in Schedule C and C(1) and 
also excluding Homoeopathic Drugs :— 
Crude vegetable drugs. 
Mechanical contraceptives. 
Surgical dressings. 


Drugs requiring the use of Ultraviolet/Infra Red Spectrophoto~ 
meter or Chromatography. 


5. Disinfectants. 
* Delete whichever is not applicable. 


**A dded under Govt. of India, Ministry of Health & F. W. Notification No. X. 11014/77 
716-D & MS, dated 23-8-1977. 


16—817 DGHS/77 


go alt elk id 
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6. Other drugs. 

(b) Drugs specified in Schedule C and C(1) :— 

1. Sera, Vaccines, Antigens, Toxins, Antitoxins, Toxoids, Bacte- 
riophages and similar Immunological Products. 

. Antibiotics. 

. Vitamins. 

. Parenteral preparations. 

. Sterilised surgical ligature/suture. 

. Drugs requiring the use of animals for their test. 

. Drugs requiring microbiological tests. 


. Drugs requiring the use of Ultraviolet/Infra Red Spectrophoto- 
meter or Chromatography. 


9. Other drugs. 
(c) Homoeopathic drugs. 
(d) Cosmetics. 


(3) Name, qualifications and experience of expert staff employed for 
testing and the person-in-charge of testing. 


~ (4) List of testing equipments provided. 


(5) I/We enclose a plan of the testing premises showing the location 
and area of the different sections thereof. 


5 0G) An Inspection 16S: Of TuUpeel’ tess. 4. sana sccie lens has been 
credited to Government under the Head of Account .................. 


OCI H nA A WwW WV 


Dale 3. ccc eh sc Eek DPRAUING 251.05. Le EAR ESS 


FORM 37 
(See Rule 150-C) 


Approval for carrying out tests on drugs/cosmetics and raw materials 
used in their manufacture on behalf of licensees for manufacture for sale 
of drugs/cosmetics 


Number of approval and date of issue : 
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(2) Names of approved expert staff employed for testing and the 
person-in-charge of testing. 


(3) The approval shall be in force from .......... SES - 


(4) The apprcval is subject to the conditions stated below and such 
other conditions as may be specified in the rules for the time being in 
force under the Act. 


REGMISO,. . opem Ea 60 cc cue 
SENERIASLON . cites +s + + see 


Conditions ef Approval 


(1) This approval and any certificate of renewal in Form 38 shall be 
kept in the approved premises and shall be produced at the request of the 
Inspectors appointed under the Act. 


(2) If the approved institution wishes to undertake during the currency 
of the approval the testing of any other category of drugs or items of 
cosmetics it should apply to the approving authority for necessary endorse- 
ment as provided in rule 150-B. This approval will be deemed to extend 
to the items so endorsed. 


(3) Any change in the analytical staff or in the person-in-charge of 
the testing shall be forthwith reported to the approving authority. 


FORM 38 
(See rule 150-J) 


Certificate of renewal of approval for carrying out tests on drugs/cosmetics 
and raw materials used in the manufacture thereof on behalf of licensees 
for manufacture for sale of drugs/cosmetics 


(1) Certified that approval number..................-. granted on 
Oe, i ees ss so a's for carrying out tests of identity, purity, quality 
and strength on the following categories of drugs/items of cosmetics and 
the raw materials used in the manufacture thereof at the premises situated 
ey a a os ss a SMEs 5 ile States. o has been renewed 


Categories of drugs/items of cosmetics. 


(2) Names of approved expert staff and person-in-charge of testing. 
Re DIMTBUIC. «vee evar eo ccs e es 
ES a BPOOUION cA oso ee ane 
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FoRM 39 
[See Rule 150-E(f)] 
Report of test or analysis by approved institution. 


(1) Name of manufacturer from whom sample received together with 


his manufacturing licence number under the Act and under the Rules made 
thereunder. 


(2) Reference number and date of the letter from the manufacturer 
under which the sample was forwarded. 


(3) Date of receipt of the sample. 


(4) Name of drug/cosmetics/raw material purporting to be contained 
in the sample. 


(5) Details of raw material/final product in bulk/final product (in 
finished pack)* as obtained from the manufacturer : 


(a) Original manufacturer’s name (in the case of raw materials 
and drugs repacked). 


(b) Batch number. 

(c) Total quantity represented by sample. 
(d) Date of manufacture, if any. 

(e) Date of expiry, if any. 


(6) Results of test or analysis with protocols of test or analysis 
applied. 


In the opinion of the undersigned, the sample referred to above is *of 
standard quality/is not of standard quality as defined in the Act and the 
Rules made thereunder for the reasons given below. : 


**SCHEDULE B 
[See Rules 7 and 48] 


Fees for test cr analysis by the Central Dru 


gs Laboratory or the 
Government Analyst 


1. Fees for drugs including hormones etc. requirirg biclogical asrav, 


~ * Rs. 
Adrenocoiticotrophic Hormone : : : ‘ ; 200 
Digitalis . : : ‘ . ‘ . : 200 


. ra 
**Amended by Min. of + sie ges = 
ated 268-1978, tt & FW. Notification No. X. 11013/2/78-DMS & FFA, 


THE DRUGS AND COSMETICS RULES 


Strophanthus 

Pituitory (Posteriorlobe) Extract 
Adrenaline prep ‘fations 
Thyroid 
Sex gland preparations 
Ovarial 
Luteal 
Orchis 
Heparin . , 
Insulin and insulin corde ( S senael action) 
Organic arsenicals, neo rsphenamine etc. 
Protamine sulphate 
Test for sterility ; ; . 
Abnormal toxicity or undue toxicity or nflia test 
Determination of lethal doses LD 50 to LD 100 on Mice 
Pyrogen test 
Antibiotics (bio-assay) 
(Chemical test for each ingredients) 
Disinfectants . . 
Surgical sutures (depend on thie ie of tests to be carried out) 
Depressor or Histamine like substances test 
Hyaluronidase 2 : 
Any other test requiring al experimentation 
Microbiological assay 
Microscopic examination 3 : - ; 


‘Chemical tests and Assays : 
Identification test 


Disintegration of tablets and capsules 
(a) Ordinary 
(b) Sugar coated 
(c) Enteric coated 
Physicochemical Assays 


[ests other thac assay (limit tests for imarities, bis Cinents ton ‘aids, 
acid value, iodine value, enlca value, loss on ie « etc.) 


for each test 
Optical rotation 
Refractive index 


Paysical tests (solubility, pH, uniformity of weight, phys 
for each test F ; : : : 


Water (Karl Fisher) . 
,Heavy metals 

Arsenic test 

Paper Chromatography 
‘Tain layer chrom itography 


ical constants etc.) 


200 
150 


. *400 to 1000 


*75 to 100 
150 

50 

75 

250 

60 

75 

50 

100 

50 to 100 
75 

100 

50 

75 

25 
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Rs. 
Column Chromatography 25 
_., Gas liquid chromatography 100 
Infra Red Identification . : : s ; ; ; ; 50 
Polymorphtest (Content of Polymorph-A in’Chloremphenicol Palmitate) . 2CO 
Other miscellaneous tests *25 to 100 
II. Fees for sera and vaccines ; 
Sera 
(a) Examined according to specifications of pharemecoroeia . . 150 
(b) Determination that sample is up to titre specified 1C0 
Vaccine 
(a) Examination in which animal test is employed . : : . *1€0 to 3C0 
(b) Examination in which animal testis notemployed . ‘ £0 
Diagnostic toxins : 
(a) Identification test . : : . 2 : 5 E ; 50. 
(b) Potency test . ; : ‘ 3 ; : : : ; 200 
Diagnostic Sera, Potency and Acidity tests Diphtheria, Percussis < rc 
Tetanus products ; ; , é < ; : ' . 1C0 
(a) Potency of Pertussis fraction of the Vaccine . : : £CO 
(b) Potency of tetanus fraction ; ; ; ‘ ; ; 300 
(C) Potency of diphtheria fraction ; , : ‘ : 7 200 
III. Cosmetics : : : : ; : ‘ ; ‘ ; . *100to 300 
IV. Rubber condoms . ; : : : : : E : ; 250 
V. Homoeopathic medicines . 
(i) Identification test for raw material of botanical origin (other then 
assay of Constituents) . ; : : : : : ; : 50 
(ii) Identification test for raw materials of chemical origin (other than 
assay) : : ; 3 : : ; Z ‘ : : 25 
(iii) Limit test for drugs of chemical origin . ‘ : . ‘ 75 
(iv) Assay of total alkaloids or of drugs of chemical origins ) +. 30 
(v) Identification test for drugs of animal origin or miCrc-biclegice] . 25 
(vi) Fee for testing of mother tinctures, lower potencies up to 3X or 
equivalent . ; ‘ : ‘ ‘ ‘ : : . : 50 


*Th> exact amount of fee shall be determined by the Dircctor or the Government 
Anilyst, 4s the case may be. 


Note.—1. For tests not listed inthe § i Ince 
chedule, charges wil] be Ce termincc ty the Directer 
or the Government Analyst of the laboratory/institute as the case may be. 


2. For the tests relating to Ayurvedic, Unani iCi 
) ‘ ni and Sicdha medicines, cha 
sig determined by the Adviser (indigenous System of Mecic ine) pines 
or Govt.' Analyst of the Laboratory/Institute es the Case ms te, 


— 
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*SCHEDULE C 
(See Rules 23, 61 and 76 and Part X) 
Biological and Special Products 
1, Sera (iv) Oxytetracyline. 
2. Solution of serum proteins intended for (v) Chloramphenicol. 


injection. (vi) ViomyCin. 
¢3. Vaccines for parenteral injections. (vii) Neomycin. 
= (viii) Bacitracin. 
bai 7 : (ix) Tetracycline. 
5. Antigen. (x) Carbomycin. 
6. Antitoxins. 


(xi) Erythromycin. 
7. Neo-arsphenamine and analogous sub- (xii) Vancomycin. 


stances used for the specific treatment ss , 
of infective diseases. (xiii) Polymyxin B. 


; **12. Any other preparation which is{ meant 
8. Insulin. for parenteral administration as such 


‘ : or after being made up with a solvent 
9. Pituitary (Posterior Lobe) Extract. or medium or any other steiilc piccrct 


10. Adrenaline and Soluti f Salts of —" 
e olutions o ts o ' 
: : (a) requires to be stored in a refri- 
Adrenaline. gerator; or 


f11. Drugs and preparations thereof in a (b) does not require to be siored in @ 


form to be administered parenterally— refrigerator. 

(i) Penicillin. 13. Sterilized surgical ligature and sterilized 
(ii) Streptomycin. surgiCal suture. 
(iii) Chlortetracycline. $14. Bacteriophages. 


ee 
*Amended by Government of India Notification No. F. 1-30/47-A, dated 5-1-1950. 

tAmended by Government of India Notification No. F. 1-8/60-D, dated 31-8-1960. 

**A mended by Government of India Notification No. F. 1-14/68-D, dated 26-10-1968. 


— 


Te 
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+SCHEDULE C(I) 


[See Rules 23, 61 and 76] 
Other Special Products — 


1. Drugs belonging to the Digitalis group and preparations containi 
drugs belonging to the Digitalis group not in a form to be administer 
parenterally. 

2. Ergot and preparations containing Ergot not in a form to be a 
ministered parenterally. 


3. Adrenaline and preparations containing Adrenaline not in a form 
be administered parenterally. 


4. Fish Liver Oil and preparations containing Fish Liver Oil. 


5. Vitamins and preparations containing any vitamins not in a form 
be administered parenterally. 


6. Liver extract and preparations containing liver extract not in a form 
be administered parenterally. 


7. Hormones and preparations containing Hormones not in a for 
£0 be administered parenterally. 


8. Vaccine not in a form to be administered parenterally. 


9. Following drugs and preparations containing them not in a fot 
to be administered parenterally :— 


(1) Penicillin. 
(2) Streptomycin. 
(3) Chlortetracycline. 
(4) Oxytetracycline. 
(5) Chloramphenicol. 
(6) Neomycin. 
(7) Carbomycin. 
(8) Erythromycin. 
« - (9) Bacitracin. 
(10) Tetracycline. 
(11) Gramicidin. 
(12) Tyrothricin. 
(13) Viomycin. 
(14) Framycetin. 
(15) Griseofulvin. 
(16) Novobiocin. 
(17) Nystatin. 
(18) Oleandomycin, 
(19) Polymyxin B. 
(20) Spiramycin. 
(21) Vancomycin. 


tAmended under Government of India Notification No. F. 1-22/59-D, dated 9-4-1960 
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SCHEDULE D 
[See Rule 43] 
Class of drugs Extent and conditions of 


exemption 


1. Substances not intended for medical use All provisions of Chapter III of the Act 
and Rules thereunder subject to the 
Condition that if the substance is imported 

in bulk, the importer shall certify that 
the substarce is imported for non-medi- 
Cinal uses, and if imported otherwise 
than in bulk, each Container shall bear 
a label indicating that the substance is 
not intended for medicinal use or is 
intended for some purposes other than 
medicinal use or is of commercial quality. 


@2. 


@3. 


%4 Substances included in Schedule C(D re- The provisions of Chapter Ill of the Act 
quired for manufacturing purposes and Rules thereunder which require 
which are not intended for medical them to be covered by import licences, 


use in form in which they are impor- subject to the Condition that the e¢xem- 
ted or which may be notified in the ption will be Confined to holders of 
Official Gazette from time to time. licence in Form 28. 


+5. The following substances, which are used All the provisions of Chapter III of the Act 
— as articles of food as well 2s and Rules thereunder. 
rugs :— 


(i) All condensed or powdered milk 
whether pure, skimmed or malted, 
fortified with vitamins and minerals. 


(ii) Farex, Oats, lactose and all other 
similar cereal preparations whether 
fortified with vitamins or otherwise 
excepting those for parenteral use. 


(iii) Virol, Bovril, Chicken essence and 
all other similar predigested foods. 


**(ivy) Ginger, Pepper, Cumin, Cinnamon 
and all other similar spices and condi- 
ments unless they are specifically 
labelled 2s Conforming to the stan- 
dards in the Indian Pharmacopoeia 
or the official Pharmacopoeias and 
the official compendia of drug stan- 
dards prescribed under the Act and 
Rules made thereunder. 


i BRAD. } 
@Omitted by Govt. of India, Ministry of Health, F.P., W.H. and U.D. Notification 
No. F. 1-6/62-D, dated 2-7-1969. 
+Amended under Government of India Notification No. F. 1-53/55-D, dated 7-1-1957. 
*Added under Government of India Notification No. F. 1-7/48-D, dated 10-11-49. 
*sAmended by G.S.R. No....... 196 are hs rel) (Govt. of 
India Notification No. X. 11013/1/77-D & MS, dated 15-12-1977). 
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i 


**SCHEDULE E 


List of Poisonous substances (See Rules 65 and 97) 


Sprain phere past ey ee 


Name of Poisonous substance 


1 


Percentage of poison 
Content below which 
the substance or its 
preparation is exem- 
pted from the provi- 
sionsof Rule 65 (4) 


2 


Substance or its pre- 

Paration exempted 

from all provisions 

applicable to Schedule 
E 


3 


AE 3 oo eS ESSE Re eR a 


Acetanilide; alkyl acetanilides 

*Acetylmethadol: its salts 

AConite, roots of : : . 

Alkaloids, the following; their salts, 
their esters, salts or their esters, 
their quarternary Compounds . 

*Acetyldihydrocodeine 

*Acetyldihydrocodeinone 


AConite, alkaloids of . 0-2 . 
APomorphine 0-20 : 
Atropine , : : 0-15 es 
Belladonna, alkaloids of 0-15 calculated inns 
as hyoscy 
amine. 
*Benzylmorphine es 
*Benzoylmorphine 3 ~ 
Brucine 2 2 ; 0-20 és 
Calabar Beans, alkaloids of ea the 
*Coca, alkaloids of 0-10 e- 
*Cocaine 0-10 : 
*Codeine 1-0 . 
Colchicum 0-50 calculated : 
as Colchi- 
Cine. 
Coniine 0-10 
Cotarnine . ; ; . 0-20 . 
Curare, alkaloids of; curare bases 
*Diacetylmorphine 
*Dihydrocodeine 
*Dihydrocodeinone 
*Dihydrohydroxycodeinone 
*Dihydromorphine : ; ‘x 
*Dihydroxydihydromorphinone 0-10 
*Ecgonine . , ; os Gz 
Emetine 1-00 Extracts and tinctures 
of Ipecacuanha and 
Substances contain 
ing less than 0-25 
per Cent of emetine. 
Ephedra, alkaloids of 1-00 
Ergot, alkaloids of s 
*Ethylmorphine . 0-20 : 
Gelsemium, alkaloids of 0-10 


**Amended by Government of India Notification No. F. 1-63/61-D, dated 17th July, 
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Quebracho, alkaloids of, other a 
alkaloids of fed quebracho 


Rauvolfia, alkaloids of 
Sabadilla, alkaloids of 


Solanaceous alkaloids not — 
specified in this list . : 


Stavsacre, alkaloids of 
Strychnine. 
*Thebaine . 


Tropacocaine (Benzoylpseudotropine) 
Veratrum, alkaloids of 


Yohimba, alkaloids of 
Allylisopropylacetylurea 


*N-Allylmorphine and any _ other 
pentavalent morphine derivative 


*Allylprodine; its salts 
*Alpha-acetylmethadol; its salts . 
*Alpha-methadol; its salts 
*Alphaprodine; its salts 


Amidopyrine; its salts; amidopyrine 
sulphonates; their Ce their 
salts ; : 


Amino-alcohols saitétified with Beenie 
acid, phenylacetic acid, phenylpro- 
pionic acid or the derivatives of 
these acids; their salts ; 


Aminopterin 

Ammonia . 

Amylnitrite P , 
*Anileridine; its salts ; 


0:15 Calculated as 


hyoscyamine 


10 -00 of esterified 
amino-alcohols 


Cigarettes and smok- 

ing mixture con- 
taining alkaloids of 
lobelia. 


1 2 

Hompatropine 0-15 

Hyoscine 0-15 

Hyoscyamine ‘ 0-15 

Jaborandi, alkaloids of 0-50 

Lobelia, alkaloids of . 0-50 

*Morphine 0-20 calculated 
as anhy- 
drous mor- 
phine. 

Nicotine 0-20 

Papaverine : 1 -00 

Pomegranate, alkaloids of 0-50 


Cigarettes and smok- 
ing mixture con- 
taining stramonium- 


Smelling salts 
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Antimony, oxides of antimony; sul- 

Phides of antimony; Organic com- 4 

pounds of antimony ; ; . Equivalent of 1-00 
Per cent of anti- 
mony trioxide. 
Apiol ; : : : ; i 
Arsenic; halides of arsenic; oxides of Equivalent of 0-01 

arsenic, arsenates, arsenites, organic _— per cent of .farsenic 

compounds ofarsenic . : . trioxide. 
Barbituric acid, its salts; derivatives 

of barbituric acid, their salts; com- 

pounds of barbituric acid, its salts, 

its derivatives, their salts with any 

other substance : . 
Barium Chloride 


*Barium Sulphide 
*Benzethidine; its salts 
*Beta-acetylmethadol; its salts 
Beta aminopropylbenzene (Am- 
Phetamine); its salts; its N-alkyl 
derivatives, their salts; beta ami- 
NOisopropylbenzene; its salts; its 
N-alkyl derivatives, their salts . 
*Beta-meprodine; its salts 
*Beta-methadol; its salts : 
*Beta-prodine; its salts ; 3 : 
Busulphan (1:4 dimethanesulphono- 
xybutane); its salts . . : 
Butyl chloral hydrate . 


s 


Cannabis (Indian H:mp); Cannabis 
resin; galenical preparations of 
Cannabis; extracts and tinctures 
of Cannabis; cannabin tannate 


Cantharidine; cantharidates : . 0°10 of cantharidin 
Carbachol . ‘ . : : 

*4-Carbmethoxy-1, 3-dimethy]-4- 

meee hexam>thyleneimine; its 

sa é 


*4-Carbmethoxy-1, 2-dimethyl-4- 
a hexamethylencimine; _ its 
ts > : - . . ‘ 


Carbutamide 

Chloral formamide 
Chloral hydrate 
Chlorambucil; its salts 
Chloroform 


Chlorpropamide; its salts 


*Clonitazene 2-(P-Chlorobenzyl)-1 
diethylaminoethyl - 5 - nitrobenzimid- 
azole); its salts ‘ 

Creosote from wood 


Croton oil and seeds of 


Substances containing 
less than 10 per cent 
of chloroform. 


Substances 


contain- 


ing 50 per cent of 
creosote from w ood. 
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Cyclophosphamide; its salts . 
Datura, herb and seeds, prepara- 
tions of datura , . ; . 0°15 calculated 
as hyos- 
i cyamine 
*Desomorphine; its salts F . 
Dextromethorphan; its salts : . a= seh 
*Dextromoramide; its salts 
Dextrophan; its salts . 
*Diacetyl-N-allymorphine; its salts 
Diaminodiphenyl Sulphone; its salts 
and derivatives 
Digitalis, glycosides of; other active 
principles of digitalis , : . 1 unit of activity 
as defined in the 
Indian Pharmaco- 
poeia in two 
grams of the sub- 


stance. 

Di-isopropy! flourophosphonate a 
*Dimenaxado]; its salts 
*Dimethylthiambutene; its salts 
Dinitrocresols; their compounds 

witha metal ora base. af : 
Dinitronaphthols; dinitrophenols; 

dinitrothymols 
*Dioxaphety] butyrate; its salts <4 ‘ 
*Diphenoxylate;its salts. : ; - : 
eee orpholinopheptanone; its 
*Dipipanone; its salts : 
Disodium Stilboestrol diphosphate 
Disulfiram ‘ : a , : 
Dithienyllylamines; dithienylalkyally 

lamines . ; ; ; : : 
Blaterin p ‘: 
Epivephrine; its cults f 5%. # 
eon (the sclerotia of any species of 

Calviceps); extract of ergot; tinc- 

ture of ergot ; , 
Erythrityl tetranitrate ‘ 3 . Re 
Ethosuximide . é ee 
*Ethylmethylthiambutene; its salts ‘ sia = 
*Etoxeridine, its salts . , . ‘ 6 
Formaldehyde 


Substances containing 
of Form : per Seat 

P 4 OF Fo 

Formic acid ; ; ; F F a a a 

*Furethidine; its salts . ; ee 

Gallamine; its salts; its aap 
compounds > 

Glyceryl trinitrate Gilkelveetine) : 

Guanidines, the following; Poly- 
methylene diguanidines; di-para- 
anisyl phenetyl guanidine 


25 LLL Tea ET eae 
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H, dantoin, its salts; its derivatives; 
their salts R : i : fn is 
Hydrochloric acid ; ; k 3 a Substances containing | 
less than nine per 

cent of hydrochloric 


acid. 
Hydrocyanic acid f ; ‘ - oa0215 
*Hydromorphino]; its salts : 
12-Hydroxy-S5, 9-dimethyl-2-(2-phen- 
ylethyl) 6-7-benzomorphan; its 
salts : 
*Hydroxypethidine (Bemidone); its 
salts i : ; : 
Insulin 
*Isopropylester cof i-methylt e ohenyl: 
4-carboxylic acid EDRSPeMene): 
its salts . : 
Retobemidone; its alts ; : 
Laudeaxium; its salts 
Lead acetates; compounds of lead 
with acids from fixed oils : 
Leverternol; its salts : 
*Levo-3-hydroxyl-N-propargylmorphinan; : 
salts E 
*Levomethrophan; its salts i 
*Levophenacylmorphan; its saJts : 
*Levomoramide; its salts . ‘ 
*Levorphanol]; its salts : ; ; 
Mannomustin; its salts : ‘ . -- i 
Mannityl hexanitrate . i ‘ : 
6-mercaptopurine; its salts . g s 
Mercury . ° 4 
Mercuric Chloride: mercuric ammo- 
nium chloride ; : ; . 1-00 of mercurie 
chloride. 
MeércuriC iodide . P ‘ : . 2:00 
Mercuric nitrate ‘ . : - Equivalent of 3-00 
per Cent of Mercury 
(Hg.) 
Mercury, Organic Compounds of . Equivalent of 0-20 per 
cent of Mercury 
(Hg.). 
Mercury, Oxides of 
Mercury, Oxycyanides of “a 
Mercuric Potassium iodide . é . Equivalent of 1-00 
per cent of mer- 
cury (Hg.). 
Metamizole ve 


*Metazocine; its salts . 
Metformin; its salts . 
*Methadone (Amidone); its salts 
Methanol . ‘ ‘ 
Methotrexate; its salts 
Metsuximide 

* Methyldesorphine ; its salts: 


KV 
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“<< #.  € , 
*Methyl dihydromorphine; its salts 
Methyl! phenidate; its salts . 
*]-methyl-4-phenylpiperidine-4-c° rbo- 
xylic acid, esters of; their salts : 
*Metapon peaethyidihydrome rphi- 
none); its salts : 
*N(2-Methyl-phenethylamino) propyl 
propionanilide, its salts. : 
*Morpheridiné; its salts : 2 : 
*Morphine-N-Oxide; its derivatives; 


their salts 
Mustine; its salts . p F 
Nalorphine; its salts . F ; ; o 
Nitric acid ee Substances containing 

less than nine pel 

, Cent of nitric acid. 
Nitrobenzene. ; ; ‘ : Ss : 
Nitrophenols, ortho meta or para ; 


*Norcodeine; its salts . : ‘ 
*Norlevorphanol; its salts 
*Normethadanel]; its salts 
*Normorphine; its salts ‘ = 
Nux vomica; seeds ne, prenaee af 


mux vomica . - 0-20 calculated 
as strychnine 

*Opium . - ‘ ; : - 0-20 calculated as 

anhydrous 
eit morphine 

Orthocaine; its salts 

Ouabain . a : 

Oxazolidine, its avatives : ; 3 ut. 

Oxychinchoninic acid, derivatives 

of; their salts; their esters 3 é 
*Oxymorphone; its salts 
Para-aminobenzene sulphonamide; 


its salts, derivatives of para amino 
benzene Sulphonamide having any 
of the hydrogen atoms of the 
para-amino group or of the sul- 
phonamide group substituted = 


another radical; their salts Substances intended 


for topical or 


; a ; P external use, 
Para-aminobenzoic acid; its salts; 


its esters, their salts 
Paramethadione 
*Phenampromide; its salts 
' Phenformin; its salts 
Phenols (any member of the series 
of phenols of which the first mem- 
ber is phenol and of which the 
molecular Composition varies from 
memberto member by one atom 
of Carbon and two atoms of hyd- 
frogen); halogen’ derivatives’ of 
phenols; - ammame of phenol 
with a metal . : ‘ , ae (i) Substances _—con- 
taining less than 
one per Cent of 
Phenol. 


NN 
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*Phenomorphan; its salts 

*Phenoperidine; its salts 

Phensuximide 

Phenylacetylurea Z ; ; 

Phenylbutazone, its salts; its deriva- 
tives; their salts ; ; 

Phenylcinchoninic acid, its salts, its 
esters, the salts of its esters 


Pheny]- (p-tolymethoxy)- -ethyldimethyla- 
mine; its salts 


Pholcodine; its salts 
Phosphorus yellow 
Picric acid 


Picrotoxin . ; 

*Piminodine; its salts . ; ; 

3-Piperidino-I-phenyl bicycloheptenyl 
propanol : ; : 

Potassium Fluoride 


Potassium Hydroxide 
Procaine, salts of 


*Proheptazine; its salts 

*Propoxyphené; its salts 

*Racemethorphan; its salts 

*Racemoramide; its salts. é 

*Racemoraphan; its salts 

Reserpine; its salts; its derivatives: 
their salts 

Salicylcin Chroninic acid; its salts; its 
esters; the salts of its esters 

Savin, oil of ‘ ; : 

Sodium Fluoride ‘ ‘ ; : 


Sodium hydroxide 


Sodium nitrite ; ‘ 

Strophanthus, Giyeosides: of strop- 
phanthus . : 

Sulphonal; alkylsulphonals . . 


3 
@) Nasal Sprays 
mouth washes, pas- 
tilles, Lozenges 


capsules, pessaries, 
ointments, or sup- 
positori¢s Con- 
taining less then 
2:50 per cent of 
phenol. 


Substances containing 
less than nine per 
cent of picric acid. 


Substances Containing 
less than 1 per Cent 
of Potassium fiuo- 
ride. 


Combination of Pro- 
caine with antibio- 
tiCs. 


Substances Containing 
less than 1 per Cent 
of sodium fluoride. 


Substances Containing 
less than twelve per 
cent of sodium hy- 
droxide. 


a 


THE DRUGS AND COSMETICS RULES 247 


1 2 3 


RR 

Sulphuric acid. ‘ ; ; ; Ss Substances containing 
less than nine per 
cent of Sulphuric 
acid. 


Thallium, salts of 

Thiocarbanalide ; A 3 

Thyroid gland, the active principles 
of; their salts . ; < A ; 

Tolbutamide ; 

Tribromethyl alcohol . , 

Tri(2-chlorethyl) amine; its salts 

Triethanomelamine; its salts 

Triethylenethiophosphoramide 

*Trimeperidine; its salts ; ; 

Tropine diphenylmethyl esters; their 
salts : 3 é ‘ ‘ , 

Troxidone . : 

Zinc phosphide . 


Norg.—1. Preparations Coataiaiag the above substances are also covered by this Schedule 
unless otherwise specified. 


2. Theinclusion of any substance in Schedule E does not imply or Convey that such 
eee exempted from the provisions of rule 30A of the Drugs and Cos- 
metiCs es. 


*Drugs Coming within the purview of the Dangerous Drugs Act, 1930. 


*SCHEDULE E(D 
(See Rule 161(2)) 


- List of poisonous substances under the Ayurvedic (inchiding Siddha) and Unani Systems 
of Medicine 


A. AYURVEDIC SYSTEM 


I. Drugs of vegetable origin 


Ahipena - . . , . . Papaver somniferum Linn. 

Arka , , , . , Calotropis gigantea (linn.) R. Br.ex.Ait. 
Bhallataka . : ’ . . Semecarpus anacardium Linn.f 

Bhanga - ‘ , . . Cannabis sativa Linn. 

Danti . : > , Baliospermum montanum Mull. Arg. 
Dhattura - ; . . Datura metal Linn. 

Gunj : : - , Abrus precatorius Linn. 

Jaipala (Jayapala : : ; : Croton tiglium Linn. 

Karaveera . . : , ° Rerium indicum Mill. 

Langali - ; : , . Gloriosa superba Linn. 

Parasika Yavani , ° Hyoscyamus inibar Linn. 

Snuhi , . ’ . . . Euphorbia neriifolia Linn. 

Vatsanabha : ’ , . . Acontium chasmanthum Stapfex Holm. 
Vishamushti ~~ : ' ; , Strychnox nuxvomica Linn. 
Shringivisha : ‘ : , Aconitum chasmanthum Stapfex Holm. 


Do cornet! = Ease oneal es ee ese ae perce 
*Added under Govt. of India, Ministry of Health, F.P., W.H. & U.D. Notification 
No. 1-23/67-D dated 2-2-1970. 
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II. Drugs of Animal sob 
Sarpa Visha : . . , Snake poison. 


II. Drugs of Mineral Origin 


Gauripashana - : : : . Arsenic 

Hartala_- . ' ' . . Arseno sulphide 
Manahashila~ - : : - : Arseno sulphide 

Parada : . . . : , Mercury. 

Rasa Karpura - : : : ° Hydrargyri subchloridum 
Tuttha . . , . , ’ Copper sulphate 

Hingula_ - : . : : ° Cinnabar 

Sindura - . ; . . : Red oxide of lead 
Girisindura ; . . : ; Red oxide of mercury. 


B. SIDDHA SYSTEM 


Abini ' . : . ° . Papaver somniferum Linn. 
Alari . : : : , . Nerium indicum Mill. 
Azhavanara : : ; : 2 Lawsonia inermis Linn. 
Attru thummatti . , : : Citrullis colocynthis Scharad. 
Anai Kunri . . : . . Adananthera pavonina Linn. 
Rattha polam - . . . : Aloe barbadensis Mill. 
laikalli - . : ° . , Euphorbia neriifolia Linn. : 
Fezhaththalari - . : . : Plumeria acuminata Ait. 
Gomatthai , : ° : , Datura stramonium Linn. 
Etti . . : : : . Strychnos nuxvomica Linn. 
Ganja . : : ; 2 Cannabis sativa Linn. 
Kalappaik Pitares ° . . Gloriosa superba Linn. 
Kodikkalli : . . - Euphorbia tirvgalli Linn. 
Chadurakkalli - 2 : . ° Eurphorbia antiquorium Linn. 
Kariapolam - : ; : : Aloe sp. 

Kattamanakku : : . 2 Jatropha glandulifera Roxb. 
Kattu thumatti ° . : : Cucumis trigonus Roxb. 
Kunri , ° : : : ; Abrus precatorusi Linn. 
Cheran Kottai - , : : . Semicarpus anacardium Linn. 
Thillai , . ; : : : Exoecaria agallocha Linn. 
Nabi . ° : ‘ : : Aconitum ferox Wall. 
Nervalam : : : : : Croton tiglium Linn. 

Pugai Elai . : : : : Nicotiana tobacum Linn. 
Marukkarai ° . : . ; Randia dumetorum Lam. 
Mansevikkalli - : : ‘ : Euphorbia sp. 


C. UNANI SYSTEM 


I. Drugs of vegetable origin 


Afiyun - : : : Papaver somniferum Linn. 

Bazrul-banj . : : . : Hyoscyamus niger Linn. 

Bish ‘ Aconitum chasmanthum Stapfex Holmes 
Bhang . . : : ; ; Cannabis sativa Linn. 

Charas - , ‘ : . . Cannabis sativa Linn. 

Dhatura seeds - . . ; Datura metal Linn. (seeds) 

Kuchla : . : t 


Strychnos nuxvomica Linn. 


Skokran Coniam maculatum Linn. 
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II. Drugs of Animal origin 


Sanp (head) ° ‘ ’ : ; Snake (head) 

Telni makkhi - . . ; : Mylabris cichori Linn. 
Malabris pustulata Thunb 
Mylabris macilenta 


ill. Drugs of Mineral origin 


Darchikna . : ° ° : Hydrargyri perchloridum 

Hira ; . . : ° : Diamond. 

Ras Kapoor . : : . : Hydrargyri Subchloridum (calomel) 

Shingruf - : ; . ' , Hydrargyri bisulphuratum 

Zangar ° . . : ° : Cupri subacetas 

Sammul-Far (Abyaz, Asfar, Aswad and Arsenic (white, yellow, black and red) 
Ahmar) 

Tootiya - ; : : : : Copper Sulphate 

Para . . ‘ ‘ : : Hydrargyrum 

Hartal - . : . ‘ . Arsenic trisulphide (yellow). 


SCHEDULE F 


[See Rule 78 and Part X] 
PART I—VACCINES 


(A) PROVISIONS APPLICABLE TO THE PRODUCTION OF BACTERIAL 
VACCINES 


1. Definition—(1) This Part of this Schedule applies to bacterial 
vaccines made from any micro-organism pathogenic to man or other ani- 
mal and to vaccines made from other micro-organisms which have any 
antigenic value. 


(2) For the purposes of this Part of this Schedule a bacterial vaccine 
means a sterile suspension of a killed culture of the micro-organism from 
which the vaccine derives its name or a sterile extract or derivative of 
a micro-organism which has been prepared from a genuine culture of the 
micro-organism. 


2. Staff of Establishment—The establishment where vaccines are pre- 
pared must be under the complete direction and control of a competent 
expert in bacteriology, who must be assisted by a staff adequate for carr- 
ying out the tests required during the preparation of the vaccines and in 
connection with the finished products. 


3. Proper Name—The proper name of any vaccine shall be the name 
of the micro-organism from which it is made, followed by the word 
“vaccine” unless this Schedule otherwise provides or, if there is no 
special provision in this Schedule, some other name is upproved by the 
Licensing Authority : Provided that in the case of the undermentioned pre- 
parations the proper name of the vaccine may be as follows : 


Anti-cholera vaccine; 
Anti-typhoid vaccine; 
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Anti-plague vaccine; 
Anti-dysentery vaccine; 
Whooping cough vaccine; 


Anti-typhoid-paratyphoid (T.A.B.) Vaccine; 

Anti-typhoid-paratyphoid (A.B.&C.) Vaccine; 

Anti-typhoid-paratyphoid (A&B) and Cholera Vaccine. | 
4, Records—Cultures used in the preparation of vaccine must, before” 


being manipulated into a vaccine, be thoroughly tested for micro-organism. 
The permanent records which the licensee is required to keep shall “a 
a record of the origin, properties and characteristics of the cultures. | 


5. Combined Vaccines—Vaccines may be issued either singly or com- 
bined in any proportion in the same container. In the case of combi- 
nations of vaccines a name for the combined vaccine may be submitted 
by the licensee to the Licensing Authority, and if approved may be used 
as the proper name of the vaccine. | 


6. Labelling—(1) The label on the container shall indicate the compo- 
sition of the vaccine by reference either :— 


(a) to the number of micro-organisms per c-.c., or 


(b) to the weight of dried substance of micro-organisms per C.c., 
or 


(c) to the number of micro-organisms or weight of dried substance 
of micro-organisms used in preparing 1 c.c. of the finished 
product. 


In the case of a combined vaccine the reference to the number of 
micro-organisms per c.c. or to the weight of dried substance of micro- 
organism shall distinguish between the several kinds of contributing micro- 
organisms. 


(2) If the vaccine as issued for sale is combined with any substance 
other than a simple diluent, the exact nature and strength of such substance 
must be stated on the label. 


*(3) In the case of Anti-typhoid-paratyphoid (T.A.B.) vaccine and 
cholera vaccine, the date of expiry of potency of the vaccine shall be indi- 
cated on the label on the container and on every other package or carton 
in which that container is packed. The date of expiry of potency of any 
such vaccine shall not be a date which is more than eighteen months after 
the date on which the vaccine was manufactured. 


7. Tests—In the case of any vaccine prepared from a micro-organism 
which does not grow readily in ordinary culture media each batch of the 
vaccine shall, in addition to being submitted to the general tests for sterility 
prescribed in the Rules under the Act, be tested either in a similar man- 
ner on media which are specially favourable to the erowth of the parti- 
cular micro-organism from which the vaccine was prepared or by injec- 
tion into an animal of a species known to be susceptible to infection by 
the particular organism, and no material from any batch shall be issued 
unless the batch has passed one of these tests. 


. oe under Government of India Notification No. F, 18-17/51-DS., dated 7th Sc ptem- 
er, 
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**(B) PROVISIONS APPLICABLE TO VACCINUM VARIOLAE 
(SMALLPOX VACCINE) 


DEFINITIONS 


1. International name and proper name :—The International name of the 
preparation shall be “Vaccinum Variolae’ and the proper name saall be 
“Smallpox Vaccine.” 


2. Descriptive definition :—Vaccinum Variolae (Smallpox Vaccine) is a 
dried preparation of Vaccinia Virus grown in the skin of living animals or 
in the membranes of the chick embryo or in the vibro cultures of suitable 
tissues. The preparation shall satisfy all the requirements formulated below. 


3. International standard and reference preparation :—The International Re- 
ference Preparation of Smallpox Vaccine (Established in 1962) is dispensed 
in ampoules containing 14 mg. of freeze-dried smallpox vaccine. This re- 
ference preparation is in the custody of the International Laboratory for 
Biological Standards, States Serum Institute, Copenhagen. The Interna- 
tional Reference Preparation is intended for the calibration of reference pre- 
paration for use in this country in the manufacture and laboratory control of 
Smallpox Vaccine. 


4, Terminology 


(1) Primary seed lot means a quantity of virus adapted to, and grown 


on the skin of a living animal, which has been processed together and has 4 
uniform composition. 


(2) Secondary seed lot means a quantity of virus grown in the skin of 
living animals or in the chorioallantoic membranes of chick embryos or in 
tissued cultures, which is uniform with respect to composition aud is not 
more than 5 passage removed from a primary seed lot. 


(3) Single harvest means a quantity of material harvested from one ani- 
mal or a quantity of material harvested from a group of chick embryos or 
tissue cultures inoculated, incubated and harvested together. 


(4) Bulk material means the material at any stage harvesting and before 
filling into final containers. Bulk material may be prepared from one Or 4 
number of single harvests. 


(5) Final Bulk means a quantity of vaccine after completion of prepa- 
rations for filling and present on the container from which the final containers 
are filled. 


(6) Filling lot (final lot) means a collection of sealed final containers 
that are homogeneous with respect to the risk of contamination during filling 
or drying. A filling lot shall, therefore, have been filled in ove working 
session and have been dried together. 


(7) Pock-forming unit means the smallest quantity of virus suspension 
that will produce a single pock on the chick chorioallantoic membrane. 


(8) Plague-Forming Unit (PFU) means the smallest quantity of virus 
suspension that will produce a single primary plague in monolayer cell 


**\ mended by S.O. No. 2139 dated 12-8-1972 (Government of India Notification 
No. X. 11014/12/72-D, dated the 5th June, 1972). 
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5. General Manufacturing Requirements 


Subject to the other provisions of the rules the manufacturer of smallpox 
Vaccine shall maintain the staff, premises and equipment as laid down in 
Schedule M and shall also comply with the provisions contained in part I(A) — 
of this Schedule in so far as it is applicable to the manufacture of Smallpox 
Vaccine. 


6. Production Control 


(A) Control of Source materials Virus Strains 


(1) The strains of virus used in the production of all seed lots shall 
be identified by historical records. They shall have been 
shown to the satisfaction of the Licensing Authority to yield 
immunogenic vaccines which produce typical vaccinal lesions 1 
the skin of man followed by insusceptibility to subseauent chal- — 
lenge by revaccination with a strain of virus known to protect 
man against variola. The strain shall produce a characteristic 
vesticular eruption in the skin of rabbits and reproducible 
characteristic pock lesions in the chorioallantoic membrane of 
chick embryos. In addition, the vaccine strains shall be charac- 
terized by serological tests and animal inoculation. 


(2) Records shall be maintained of all tests made periodically for 
verification of strain character. 


(3) The strain used for vaccine production should be one that has 
never shown a greater tendency to produce generalised lesions 
or lesions of the nervous system in either man or animals than 
other strains of vaccinia virus which have been found to be 
satisfactory without producing severe local lesions and marked 
systemic disturbance. Strains of so-called ‘neurovaccine’ shall 
be excluded. 


7. Animals or tissues for the production of seed virus and vaccine 


(1) Only healthy animals or tissues from healthy animals, susceptible to 
ectodermal inoculations with vaccinia virus, or chick embryos obtained from 
healthy flocks shall be used for vaccine production. They shall conform to 
all the requirements given Para in 10 of these standards. If cell cultures are 
used for vaccine production they shall be shown to be free from detectable 
adventitious agents. 


(2) Different species of animals may be used for vaccine production or 
for preparing seed virus. Calves, sheep, buffaloes, donkeys and rabbits may 
be used successfully. 


(3) The chorioallantoic membrane of the developing chick embryo and 
tissues from the embryos or young animals of susceptible species may also 
be suitable for virus propagation. 


8. Seed lot System 


A primary seed lot shall be used as original materials for the preparation 
of Secondary seed lot. The Secondary seed lot shall be not more than five 
passages removed from a primary seed lot. 


If vaccine is produced in the skin of a living animal the Secondary seed 
lot shall be prepared from the Primary seed lot without passage in chick 
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embryos or tissues cultures. Vaccine shall be prepared from a seed lot 
without intervening passage. 


-. (2) Seed lots should be maintained either in dried, frozen orglycerinated 
forms. If a glycerinated seed lot is used it shall be kept continuously at a 
temperature below 0°C. 


9. Test on seed lots for the presence of extraneous micro-organisms 


(1) The seed lot in the dilution used as inoculum for the production of 
vaccine in the skin of animals, shall satisfy the requirements of para 14 of 
these standards. 


 (Z) The seed lot used for the production of vaccine in chick embryos or 
in tissue cultures shall after rehydration if applicable, satisfy the require- 
ments of para 14 of these standards. 


10. Production precautions 


The precautions to be taken in the production of smallpox vaccine in 
matters relating to cleanliness of the premises, rooms, apparatus, equipments 
and materials, and the precautions against contamination shall be such as to 
ensure the purity, sterility and strength of the Vaccine and shall be approved 
by Licensing Authority, with the following additional precautions, 
namely :— 


(1) Where Vaccines Produced in the Skin of Living Animals | 


(a) The animals shall be freed of ectoparasites, and each animal shall be 
kept in quarantine under veterinary supervision for at least two weeks prior 
to the inoculation of the seed virus. Before inoculation the animals shall 
be cleared and thereafter kept in scrupulously clean stalls until the vaccinal 
material is harvested. 


(b) During a period of five days before inoculation and during incuba- 
tion the animals shall remain under veterinary supervision. They shall re- 
main free from any sign of disease, and daily rectal temperature shall be 
recorded. If any abnormal rise in temperature occurs, OF if any clinical 
sign of disease is observed the production of vaccine from the group of ani- 
mals concerned shall be suspended until the cause of these irregularities has 
been resolved. The prophylactic and diagnostic procedures adopted to 
exclude the presence of infectious disease shall be submitted for approval, 


to the Licensing Authority. 


(c) The inoculation of seed virus shall be made on such parts of _ the 
animal as are not liable to be soiled by urine and faeces. The surface used 
for inoculation shall be so shaved and cleaned as to procure the nearest pos- 
sible approach to surgical asepsis. If any antiseptic substance deleterious 
to the virus is used in the cleaning process it shall be removed by thorough 
rinsing with sterile water prior to inoculation. During inoculation _ the 
exposed surface of the animal not used for inoculation shall be covered with 


sterile covering. 


(d) Before the collection of the vaccinal material, any antibiotic shall 
be removed and the inoculated area shall be subjected to a repetition of the 
cleaning process. The uninoculated surfaces shall be covered with sterile 
covering. 
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(ec) Before harvesting, the animal shall be killed painlessly. The ani- 
mals shall be exsanguinated before harvesting to avoid heavy admixture of 
the vaccinal material with blood. 

(f) The vaccinal material from each animal shall be collected separately 
with aseptic precautions. 


(g) All animals used in the production of vaccine after being killed shall 
be examined by authopay. _If evidence of any generalised or systemic disease 
other than vaccinia is found, the vaccinal material from that animal shall be 
discarded. If the disease is considered to be a communicable one, the 
harvest from the entire group of animals exposed shall be discarded. 


(2) Where Vaccines Produced in the chick embryo :— 


(a) Only eggs from flocks known to be free from disease, including 
avain leucosi, shall be used. 

(b) In particular, it is desirable that the eggs should be derived from 
flocks free from salmonella pullorum, Mycobacterium tubercu- 
losis, Rous virus, mycoplasma and other agents pathogenic for 
chickens. 


(c) Living embryos after incubation for a suitable period shall be 
inoculated with seed virus which shall satisfy the require- 
ments of paras 8 and 9 of these standards. After further 
incubation for a _ suitable period, the vaccinal mate- 
rial shall be harvested with aseptic precautions. 


(3) Where Vaccines produced in tissue culture :— 


(a) only primary tissue cultures from animals known to be free from 
disease shall be used. The virus shall be drawn and harvested 
with aseptic precautions. No material of human origin shall 
be added to the cultures at any stage. 

(b) Suitable antibiotics in minimum concentrations required for 
sterility may be used but the use of penicillin and streptomycin 
is prohibited. 

11. Control of the Bulk material 

Initial treatment 

(1) The vaccinal material harvested from the skin of each animal shall 
be subjected to a treatment designed to reduce its contents of living extra- 


neous micro-organisms. If this is necessary, it should satisfy the require- 
ments of para 14. No antibiotic shall be added to the bulk material. 


(2) The treatment of the vaccine may consist of the addition of a suitable 
antibacterial substance or of the removal of micro-organisms by centrifuga- 
tion. 

(3) Vaccinal material collected from chick embryos or tissue cultures 
does not need such treatment, but glycerol or an antibacteriai substance 
sbould be added as a precaution against later contamination. 


12. Final bulk 


(1) After the initial treatment the vaccine may be subjected to additional 
processes before dilution of the bulk material. 
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(2) Before making up a final bulk, it should be necessary to do prelimi- 
nary tests on the single harvests for potency and for the presence of living 
extraneous micro-organisms. 


13. Test for virus concentration on the final bulk 


The final bulk pass the test for virus concentration described in para 24 
of these standards. 


14. Tests for the presence of living extraneous micro-organisms in the final 
bulk prepared in the skin of living animals. 


The final bulk shall pass the following tests for the presence of living ex- 
trancous micro-organisms, unless these tests have already beeu passed by 
each of the single harvests represented in the final bulk. 


15. Tests fer total bacterial content 


(1) Suitable dilutions of L: 10 and L: 100 of the final bulk shall be 
made i suitable diluent not deleterious to living bacteria. At least 1 ml 
samples of each dilution shall be cultured on nutrient-broth-agar plates. The 
plates shall be incubated for 72 hours between 15°C and 22°C and for a 
further period of 48 hours between 35°C and 37°C. From the number of 
colonies appearing on the plates the number of living bacteria in 1 ml of the 
final bulk shall be calculated. If this number exceeds 500, the final bulk 
shall be subjected to further treatment or be discarded. 


(2) Suitable control plates containing higher dilutions of the final bulk 
shall be included in this test in order to make sure that the number of colo- 
nies appearing on the test plates has not been influenced by the inhibitory 
action of any preservative present in the final bulk. 


16. Test for the presence of Escherichis Coli 


At least three 1 ml samples of 1: 10 dilution of the final bulk shall be 
cultured in three Mc Conkey liquid media tubes containing 10 ml of the 
medium for differentiating E. Coli from other bacteria. The tubes shal] be 
incubated for 48 hours at 35° to 37°C. If E. Coli is detected, the final bulk 
shall be subjected to further treatment or be discarded. 


17. Test for the presence of haemolytic streptococco? coagulase positive sta- 
phylocacci, or any other pathogenic micro-organisms which are known to 
be harmful if introduced into the human body by the process of vaccina- 
tion 
(1) Undiluted final bulk or vaccine of 0.1 ml each shall be cultured on 

three blood agar plates and the plates should be incubated at 35°C to 37°C 
for 2 days. The colonies appearing after incubation shall be examined critically 
for R anthracis haemolytic streptococci, Coagulase positive Staphylococci OF 
any other pathogenic micro-organisms. If any of these organisms are detec- 
ted they shall be subjected to confirmatory test. 


(2) If any of the organisms mentioned are detected, the final bulk shall 
be subjected to further treatment or be discarded. 
18. Test for the presence of Clostridium tetani and other pathogenic spore- 
forming anerobes 


(1) 9.5 ml of undiluted final bulk or vaccine shall be added in flasks 
containing 50 ml of Robertson’s Cooked meat medium, the flasks shall then 
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be held at 65°C for one hour and then incubated at 35? to 37? for at least one 
week. At least two flasks shall be used for each test. 


(2) In case of any suspected growth, subcultures shall be made on two 
plates of a suitable medium which shall be incubated anaerobically at _ the 
same temperature. All anaerobic colonies shall be examined and identified 
and if Ci. tetani or other pathogenic spore-forming anaerobes are present the 
final bulk shall be discarded. 


(3) Organisms resembling pathogenic clostridia found in the tube culture 
from which the subculture was made may be tested for pathogenicity by 
inoculation into animals as follows : Groups of not less than two guinea pigs 
and five mice are used for each tube culture to be tested. 0.5 ml of the 
culture is mixed with 0.1 ml of a freshly prepared 4 per cent solution of 
calcium chloride and injected intramuscularly into each of the guinea-pigs : 
0.2 ml of the culture mixed with 0.1 ml of this calcium chloride solution is 
injected intramuscularly into each of the mice. The animals are observed for 
one week. If any animal develops symptoms of tetanus, or if any animal 


dies as a result of infection with spore-forming anaerobes, the final bulk 
should be discarded. 


(4) If other methods are used for this test, they should have been demon- 
strated to the satisfaction of the Licensing Authority to be at least equally 


effective for detecting the presence of Cl. tetani and other pathogenic spore 
forming anaerobes. 


19. Test for bacteriological sterility of the final bulk prepared in chick 
embryos or in tissue cultures. 


Each final bulk shall be tested for bacterial sterility according to the 
requirements given in the Indian Pharmacopoeia for the time being. If 
growth appears in any of the cultures the final bulk shall be discarded or 
the test repeated. The final bulk shall be discarded if the same type of 
organism appears in more than one test, but final bulk shall be passed un- 
less the final test shows no growth throughout. 


FILLING AND CONTAINERS | 
20. Filling rooms | 


Filling shall be performed in rooms reserved for this purpose. These 
shall be sterile rooms equipped specifically for transferring measured quanti- 
ties of finished biological substances from bulk containers to the final con- 
tainers. Strict dust control measures and aseptic techniques shall be enfor- 
ced to ensure that the product is not contaminated during the filling process. 


21. Filling procedures 


(1) Filling operations shall be conducted in such a way as to avoid any 
contamination or alteration of the product. These shall take place in areas 


that are completely separate from those in which living micro-organisms, 
including viruses, are handled. 


(2) The filling process shall be checked at least twice each year at 
the end of a working day by filling not less than 500 ampoules with a nutrient 
medium containing no antibiotics or bacteriostatic substances and incubating 
the complete batch of filled ampoules. Not more than 1 per cent of the 


ampoules filled in this way should show signs of contamination and ali conta- 
minants should be identified. 
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(3) All containers of the final vaccine shall be shown to be sterile before 
- filling and shall be made of a material demonstrated, to the satisfaction of 
the Licensing Authority, to have no deleterious effect on the vaccine. 


(4) Containers of dried vaccine shall be hermetically sealed under vac- 
uum or after filling with pure, dry, oxygen-free nitrogen or any other gas not 
deleterious to the vaccine. 


(5) All hermetically sealed containers shall be tested for leaks after 
sealing. All defective containers shall be discarded. 


(6) Single and multiple-dose containers may be used. Each container 
of dry vaccine should be issued together with an ampoule of sterile reconstitut- 
ing fluid. This fluid may contain glycerol and/or some suitable antiseptic 
substance. The containers shall be issued in a form that renders the process. 
of reconstitution as simple as possible. 


CONTROL TESTS ON FINAL PRODUCT 
22. Identity test 


(1) An identity test shall be performed one at least on labelled contain- 
er from each filling lot by appropriate methods. 


(2) The test for virus concentration as described in para 24 may serve. 
as an identity test. 


(3) A test may also be made in the scarified skin of rabbits. Suitable 
dilutions of vaccine shall be applied on scarified areas of skin. After four 
to seven days the vaccine should produce lesions characteristic of vaccinia. 


. * . * * j 
23. Test for virus concentration on vaccine in final containers 


(1) A test for virus concentration shall be made on each filling lot in 
accordance with the requirement described in para 24. For this purpose 
the dricd vaccine shall be reconstituted to the form in which it is to be used’ 
for human inoculation before the test is made. 


(2) Tests shall be done in parallel with a reference vaccine which has 
been calibrated against the International Reference Preparation of Smallpox. 
Vaccine. 


24. Test for virus concentration in membranes of chick embryos 


At ieast ten chick embryos, each of about 12 days incubation, shall be 
divided into two equal groups. To the chorio-allantoic membrane of each 
embryo of the first group 0.1 ml or 0.2 ml of a suitable dilution of the vac- 
cine shall be applied. To the membrane of each of the second group of 
embryos 0.4 ml or 0.2 ml of another suitable dilution of the vaccine shalf 
be applied. After the optimal time of incubation the total number of 
discrete specific lesions shall be counted on the membrane of each embryo. 
The dilutions shall be so chosen that the membranes of at least one of the 
groups yield countable numbers of lesions exceeding ten per membrane. From 
the number of lesions counted in this group and from dilution and columns. 
used, the number of pockforming units in one ml of the undiluted vaccine 
shall be calculated. This number shall exceed 110°. 


25. Other tests 


Tests for virus concentration in the scarified skin of rabbits shall also be 
used provided it has been shown that the results correlate with those obtained 
using the membranes of chick embryos. 
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26. Test for the presence of extraneous living micro-organisms in the vaccine 
in final containers 


Not less than four final containers (or not less than 10 if single-dose 
containers) giving a total pooled quantity which is equivalent to a volume of 
not less than 0.5 ml shall be taken at random from each tilling lot in such 
a manner that all stages of the filling from the bulk container shall be 
represented, For this purpose the dried vaccine shall be reconstituted to 
the form in which it is to be used in human inoculation. The vaccine thus 
collected shall pass the test described in paras 15 and 19 whichever is appli- 
cable. 


27. Innocuity test 


Each filling lot shall be tested for abnormal toxicity by appropriate tests 
involving injection into rabbits. The tests shall be approved by the Licens- 
ing Authority. Mice and guinea-pigs may also be used for this test. 


28. Ileat-resistance test on dried vaccine 


At least one container of dried vaccine from each filling lot shall be 
incubated at a temperature of not less than 37°C for not less than 4 weeks 
and tested for virus concentration. The vaccine passes the test if the require- 
ments described in para 24 are fulfilled and at least one tenth of the virus 
concentration is retained. 


29. Preservatives and other substances added. 


No antibiotic shall be added to Smallpox Vaccine. If the reconsti- 
tuted dried vaccine contains preservatives or other added substances such 
substances shall have been shown, to the satisfaction of the Licensing Autho- 
rity to have no deleterious effect on the product in the amount present 
and to cause no untoward reactions in vaccinated subjects. Jf phenol is 
present, its concentration shall not exceed 0.5 per cent. Further, the sub- 
stance used shall fulfil the requirements of the Indian Pharmacopoeia. 


MISCELLANEOUS 
30. Records 


Records shall be permanent and clearly indicate all steps in processing, 
testing, filling and distribution. Written records shall be kept of all tests 
irrespective of their results. The records shall be maintained in a man- 
ner approved by the Licensing Authority. The records shall be retained 
throughout the period of a lot or a batch of the vaccine has been given 
a date of expiry and be available at all times for inspection by the Inspec- 
tor. 


31. Sampling 


Records shali be maintained of the complete passage history of all 
cultures kept by the manufacturer. The cultures shall be labelled and 
stored in a safe, orderly manner. 


32. (1) Labeiling 


(a) Subject to the other provisions of these rules, the label on the 
container shall show the following, namely :— 


(i) the name of the vaccine (i. the International name or the 
proper name), 


a. ogee 
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(ii) the principal place of business of the manufacturer,— 
(iii) the Batch number or the lot number, and 
(iv) the total number of doses in the container. 


(b) The label on the package shall, in addition to the information 
shown on the label of the container, give the following particulars :— 


_ (i) the name and address of the manufacturer, 


(ii) the manufacturing licence number being preceded by the 
words “Manufacturing Licence Number” or Manufacturing 


Licence No.” or “M.L.” when the vaccine has been manu- 
factured in this country. 


(iii) the date of manufacture and the date of expiry. 


(iv) the precautions necessary for preserving the properties of the 
vaccine, and 


(v) if any antiseptic or preservative has been added, the nature 
and percentage thereof. 


(2) The following additional information shall be given in the leaflet 
accompanying the package, namely :— 


(a) Conditions of storage, 
(b) instructions for use, 
(c) the method of reconstitution of the vaccine, and 


(d) a statement that, after rehydration of the dried vaccine, the 
vaccine should be used within six hours. 


33. Storage Conditions 


Before being distributed by the manufacturing establishment or before 
being issued from a depot for the maintenance of reserves of veccine, all 


dried vaccines in their final containers shall be kept constantly at a tem- 
perature below +10°C. 


34. Expiry Date 


The date after which dried vaccine may not be used shall be not more 
than 36 months after passing the last test for virus concentration. The ex- 
piry date shall not be more than 36 months after passing the last test [cr 
virus concentration. The expiry date shall not, however, be more th: 


twelve months for dried vaccine from the date on which the vaccine w.s 
issued by the manufacturer. 


(C) PROVISIONS APPLICABLE TO THE PRODUCTION OF VACCINES CON7AIN- 
ING LIVING ORGANISMS, VIRUSES OF OTHER POTENTIALLY INFECTIVE 
AGENTS OTHER THAN VACCINE LYMPH (VACCINIA) 


1. Every substance other than Vaccine Lymph (Vaccinia) contain- 
ing, or alleged to contain, bacteria, or virus or other potentially infective 
agent in the living condition shall be tested in such manner as the Licensing 
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Authority shall approve in each particular case for the purpose of deter- 
mining— 


(a) that the substance contains in living condition the bacteria, 
virus or other potentially infective agent which it is alleged 
to contain; : 


(b) that its administration is free from danger; 


(c) that it is free from living organisms other than thse which 
it is alleged to contain. 


2. The proper name for such a substance shall be that which the 
Licensing Authority in each particular case shall approve in writing. 


(D) PROVISIONS APPLICABLE TO THE PRODUCTION OF CARBOLISED 
ANTI-RABIC VACCINE 


1. Definition and Proper Name—Carbolised anti-rabic vaccine is & 
sterile suspension of the brain substance of rabbits or sheep or other suit- 
able animals which have died, or been killed when moribund by the 
administration of an anaesthetic, or other suitable method, after showing 
characteristic symptoms following subdural inoculation of rabies fixed 
virus in the form of a suspension of brain substance of rabbits in which 
the fixed virus strain has been maintained. The virus in the brain suspen- 
sion shall have been inactivated by the addition of phenol. Its proper 
name is “Carbolised Anti-rabic Vaccine”. 


2. Strain of fixed Rabies Virus is to be used—The strain of fixed 
Rabies Virus to be used in the preparation shall be one approved by the 
Licensing Authority. 


3. Staff of establishment—The establishment in which carbolised anti- 
rabic vaccine is prepared must be under the complete direction and con- 
trol of a competent expert who must be assisted by a staff adequate for 
carrying out the test required during the preparation of the vaccine and 
in connection with the finished product. 


4. Condition and housing of animals—(1) The animals used in the 
hae of carbolised anti-rabio vaccine must be adequately and healthily 
oused. 


_ (2) Only healthy animals may be used in the production of carbo- 
lised anti-rabic vaccine. Each animal intended to be used as the source 
of carbolised anti-rabic vaccine must, before being passed for the production 
of carbolised anti-rabic vaccine, be subjected to a period of observation in 
quarantine for at least five days. During the period of quarantine the 
animal must remain free from any sign of disease. 


5. Precautions to be observed in preparation—(1) A special room 
with impervious walls and floor, which can be washed and when necessary, 
chemically disinfected, must be provided for the inoculation of animals 
and the removal! of brains used in the maintenance of the Fixed Virus 
Strain and the manufacture of carbolised anti-rabic vaccine. 


(2) The incculation of animals and the removal of their brains must 
be carried out with full aseptic precautions. 
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(3) Tests for bacterial sterilit 


y of brains of animals used for the main- 
tenance of the Fixed Virus Stra 


in for the preparation of carbolised anti- 
rabic vaccine must be carried out at the time of their removal and any 


brain material found to show bacterial contamination must not be em- 
ployed in the manufacture of the vaccine. The Sterility tests to be em- 
ployed shall be those laid down in Rules 114 to 119. 


6. Records—The licensee shall maintain permanent records of the 
Origin, properties, and characteristics of the Fixed Rabies Virus Strain and 
of the serial passages made for its maintenance. Records shal] be maintain- 
ed of each animal passage made for the manufacture of the carbolised 
anti-rabic vaccine and of the manipulation of the brain mat 


erial used. 
7. Labelling—The label on the contain 
for brain substance present in the vaccine. 


8. Issue—Carbolised Anti-rabic Vaccine shall not be 
than 10 days from the date of addition of phenol to the br 
‘A test for presence of phenol must be made before issue. 


(E) PRovisiONs APPLICABLE TO TETANUS ToxoIp 


1. Definition and Proper Name—Tetanus Toxoid is teta 
sterile filtrate from a culture on nutrient broth 
the specific toxicity of which has been completely removed by the action 
of chemical substances in such a manner that it retains efficient properties 
as an immunizing antigen. Its proper name is “Tetanus Toxoid”. 


2. Labelling—The label on the container shall indicate the dose or 
doses, appropriate for administration at one injection to a human subject. 


3. Tests—Tetanus Toxoid shall be submitted to the 
and it shall not be issued unless it passes all of the tests : 


(a) Tests for sterility—Tetanus Toxoid shall be submitted to the tests 
for sterility as required under Part X of the Rules, and in addition it 
shall be tested on media and under conditions approved by the Licensing 


Authority as being specially favourable for the growth of Clostridium 
Tetani. 


(b) Tests to determine that the specific toxicity of the toxin used in 
its preparation has been completely removed—S c.c. of the tetanus toxoid 
shall be injected into each of not less than five normal guinea-pigs, each 
weighing from 250 to 350 grammes. If this injection produces any 
sympton of tetanus in any of the animals injected within 21 days of injec- 
tion the tetanus toxoid shall be held not to have passed the tests. 


(c) Test for potency as an immunizing antigen—The tests shall be 
carried out on not less than nine normal guinea-pigs, each weighing from 
250 to 350 grammes. Each guinea-pig shall receive by injection the 
tetanus toxoid, either in a dose of 5 c.c. on one occasion, or in two doses 
each of 0.1 c.c. on each of two occasions separated by a’n interval of not 
more than four weeks. It shall be permissible to include in the test guinca- 
pig injected by either of these two methods provided that the total number 
so included is not less than nine. At a date not later than six weeks after 
the single injection, hereinbefore prescribed, or if they have received the 
two injections, hereinbefore prescribed, at a date not later than two weeks 
after the second injection, the tetanus anti-toxin present in the serum of each 
guinea-pig shall be determined. 


er shall indicate the percentage 


issued earlier 
ain suspension. 


nus toxin (the 
of Clostridium Tetani) 


following tests, 
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If the serum of each of two-thirds or more of the guinea-pigs tested 
carried out on not less than nine normal guinea-pigs, each weighing from 
serum or alternatively, if the serum of each of one-third or more of the 
guinea-pigs tested contains one international unit or more of tetanus anti- 
toxin per c.c. of serum the tetanus toxoid shall be accepted as sufficiently 
potent. 


PROVISIONS APPLICABLE TO TETANUS TOXOID PREPARED FOR ISSUE IN 
FORMS OTHER THAN SIMPLE SOLUTION 


4. Proper Name—The proper name of any form of tetanus toxoid 
other than that\of simple solution shall be “Tetanus Toxoid” together with 
a phrase indicating the nature of the additional process to which it has 
been subjected, e.g., “Tetanus Toxoid, Alum Precipitated” or “Alum Pre- 
cipitated Tetanus Toxoid”. 


5. Labelling—The label on the container shall indicate the dose, or 
doses, appropriate for administration at one injection to a human subject. 


6. Tests—(a) When tetanus toxoid is prepared for administration in 
forms other than simple solution, such as Alum Precipitated Tetanus 
Toxoid, the tetanus toxoid from which such forms are prepared shall be 
submitted to, and shall pass, the tests for sterility and for absence of specific 
toxicity hereinbefore prescribed. 


(b) The product, after precipitation or other process used for its final 
preparation shall again be subjected to the sterility tests hereinbefore prescrib- 
ed, with such modifications as the nature of the product may require to 
make the test effective. 


(c) The product, after the precipitation or other process used for its 
final preparation shall be subjected to the tests for absence of specific toxici- 
ty and for potency as an immunizing antigen hereinbefore prescribed, wi 
the modification that the dose injected in the test for absence of specific 
toxicity and in the test for potency as an immunizing antigen when a single 
dose is administered, shall be 1 c.c. 


PART II—Toxins AND ANTIGENS 


(A) PROVISION APPLICABLE TO THE REAGENTS USED IN THE ScHick TEST 
FOR THE DIAGNOSIS OF SUSCEPTIBILITY TO DIPHTHERIA 


1. Definitions and Proper Names—(1) The reagents used in the 
Schick test are two, Schick Toxine and Schick Control. Their proper 
names respectively are ‘Schick Test Toxin’ and ‘Schick Control’. 


(2) Schick Test Toxin is a sterile filtrate from a culture on nutrient 
broth of the specific organism of Diphtheria (Corynebacterium diphtheriae) . 
It may be issued either— 


(a) undiluted, accompanied by a container in the same box or 
carton holding such volume of sterile saline solution as, when 
mixed with the accompanying quantity of the undiluted toxin, 
will make a dilution of the strength proper for use in the test. 
The proper name of the substance in this form is “Schick Test 
Toxin (undiluted)”; or 


(b) already diluted with an appropriate saline solution to the 
strength proper for use in the test. The proper name of the 
— in this form is “Schick Test Toxin (diluted for 
use)”. 
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(3) Schick Control is prepared from the same batch of Schick Toxin 
as that with which it is used for sale, by destroying the specific toxicity. 
This is effected by heating the toxin in such a manner as to keep it at a 
temperature not lower than 70°C, for a time not shorter than five minutes. 
Schick Control is issued in a dilution not weaker than that in which the 
corresponding toxin is used in the test. 


(4) The dilution of Schick Toxin proper for the test is that in wich 
0.2 c.c. contains one test dose. 


2. Tests for potency—The test dose of Schick Toxin for the purpose 
of the foregoing provision shall be measured by the following tests :— 


(a) By intracutaneous injection into normal guinea-pigs in mix- 
tures with different proportions of diphtheria anti-toxin. One test 
dose mixed with 1/750th or more of a unit of anti-toxin must 
cause no local reaction but mixed with 1/1,250th or less of a unit 
of anti-toxin must cause a definite local reaction of the type 
known as the “Positive Schick Reaction”; 


(b) by intracutaneous injection into normal guinea-pigs without 
admixture with anti-toxin. 1/50th of one test dose must not 
cause, and 1/25th of one test dose must cause, a definite local 
reaction of the type known as the “Positive Schick Reaction”. 


3. Application of Rule 120—Rule 120 shall apply to Schick Toxin 
(diluted for use) as being a substance so unstable in solution that the delay 
occasioned by the completion of the sterility test on filled containers 
prescribed by the Rules would render its issue in active form 
impossible. 


(B) PROVISIONS APPLICABLE TO DIPHTHERIA PROPHYLACTIC 


1. Definition and Proper Name—Diphtheria Prophylactic is diphtheria 
toxin (the sterile filtrate from a culture on nutrient broth of Corynebacterium 
diphtheria), or material derived therefrom the specific toxicity of which 
has been reduced to a low value either by the action of chemical substances, 
or by the addition of diphtheria anti-toxin, or by both methods, but, in any 
case, in such a manner that it retains efficient properties as an immunizing 
antigen. Its proper name is “Diphtheria Prophylactic”. 


2. Labelling—The label on the container shall bear a statement of the 
dese (hereinafter referred to as the “human dose”) appropriate for adminis- 
tration at one injection to a human subject. 


3. Tests—Diphtheria Prophylactic shall be submitted to the following 
tests— 


(a) Tests to determine that the specific toxicity of the toxin used in 
its preparation has been so reduced that it does not exceed the prescribed 
maximum—Five human doses of the Diphtheria Prophylactic under test 
shall be injected into each of five normal guinea-pigs each weighing 250 to 
350 grammes. This injection must not cause the death of any of the 
guinea-pigs within six days following the injection. If all the guinea-pigs 
injected survive for six days but any of them dies within thirty days follow- 
_Ing the injection from the specific toxaemia, one human dose of the 
Diphtheria Prophylactic under test shall be injected into each of five normal 
guinea-pigs, each weighing 250 to 350 grammes. This injection must not 
cause the death of any of the guinea-pigs within thirty days following the 
injection. 
18—817DGHS/77 


264 THE DRUGS AND COSMETICS RULES 


Be 

If a batch of Diphtheria Prophylactic is shown by either of these tests 
to have a greater toxicity than the maximum hereby indicated, it shall not 
be issued unless and until the toxicity has been so reduced by further treat- 
ment that it does not exceed that maximum. 


(b) Test for potency as an immunizing antigen—A quantity of 
Diphtheria Prophylactic not exceeding five human doses shall be injected 
on one occasion into each of at least ten normal guinea-pigs; or, alternative- 
ly, a quantity of Diphtheria Prophylactic not exceeding one-tenth of a 
human dose shall be injected into each of at least ten normal guinea-pigs 
on each of two occasions, separated by an interval of not more than {four 
weeks. The guinea-pigs shall be tested for immunity to diphtherial toxin, 
if they have received the single injection hereinbefore prescribed, at a date 
not later than six weeks after injection, and if they have received the two 
injections hereinbefore prescribed, at a date not later than three weeks 
after the second injection, by intracutaneous injection into each guinea-pig 
of one test dose of Schick Toxin. If more than two out of ten guinea- 
pigs thus tested or more than one quarter of the number tested if this is 
greater than ten, exhibits a positive Schick reaction, the batch of Diphtheria 
rl shall be treated as insufficiently potent, and shall not be 
issued. 


Provided that in the case of the forms of Diphtheria Prophylactic 
known as Toxin-Anti-toxin Floccules and Toxoid-Anti-toxin Floccules the 
Prophylactic may be similarly injected into nine Or more normal guinca- 
pigs, which may be tested for immunity to Diphtheria Toxin by two separate 
but simultaneous intracutaneous injections into each of at least nine of 
these guinea-pigs of one test dose and two test doses, respectively, of 
Schick Toxin. If two-thirds or more of the guinea-pigs tested do not 
exhibit a positive reaction to one test dose of Schick Toxin; or alternatively, 
‘f one-third or more of the guinea-pigs tested do not exhibit a positive 
reaction to two test doses of Schick Toxin, the batch shall be accepted as 
sufficiently potent. 


(C) PROVISIONS APPLICABLE TO TUBERCULINS AND OTHER PREPARATIONS 
FROM THE BACILLUS TUBERCULOSIS AND ITS CULTURES 


(NAME—The name “tuberculin” has been frequently applied to any extract, 
suspension or other preparation of the Bacillus tuberculosis or of media 
on which that bacillus has been cultivated. In the following Part of this 
Schedule the name is used in a more restricted sense and applies only to 
tuberculins as therein defined.) 


TUBERCULINS 


1. Definition and Proper Name—(1) Tuberculins are preparations of 
fluid media on which the Bacillus tuberculosis has been grown in artificial 
culture and which have been freed by filtration from the bacilli. 


(2) For the purposes of this Schedule tuberculins are classified in two 
groups, (a) Old Tuberculin, and (b) Tuberculin, Bouillon Filtrate. 


2. Old Tuberculin—(1) Old Tuberculin is the concentrated filtrate 
from the growth of Bacilus tuberculosis on a suitable nutrient broth. For 
its preparation the bacillus must be grown at approximately 37°C, for a 
period, usually not less than six weeks, sufficient to allow the surface of 
the fluid medium to become covered by a thick growth of the bacillus. At 


ee 
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the end of this period the fluid medium, from which the bacilli may or may 
not have been previously separated by filtration, must be concentrated b 

€vaporation to one-tenth of its original volume and then be filtered. ff 
the required test for potency shows that the preparation so concentrated 
ts more potent than the standard preparation, the potency may be reduced 
to the required degree by appropriate dilution. If the test shows that the 
potency is less than that of the standard preparation, it shall not be increas- 
ed by further evaporation.. The proper name of the preparation is “Old 
Tuberculin”, with or without a suffix such as T., or P.T. The suffix T., 
if used, will indicate that the bacillus used in preparing the Tuberculin 
was obtained from a case of human infection, and the suffix P.T. the 
bacillus used was obtained from a case of bovine infection. 


(2) The standard preparation of Old Tuberculin is a quantity of Old 
Tuberculin kept in the National Institute for Medical Research, Hampstead. 


(3) Each batch of Old Tuberculin shall be tested for potency by obser- 
vation of its specific toxicity, by a method approved by the Licensing 
Authority, in such a way that the potency of the preparation under test 
is measured by comparison with that of the standard preparation. Olid 
Tuberculin shall not be issued if its activity differs from that of the standard 
Brepayaton to such an extent that the difference is revealed by 

e test. 


(4) Each batch of Old Tuberculin shall be tested for the absence of 
non-specific toxicity by the subcutaneous injection of 0.5 c.c. into a normal 
guinea-pig, and shall be treated as having passed the test if such injection 
does not cause death or serious symptoms. 


3. Tuberculin Bouillon Filtrate—(1) Tuberculin Bouillon Filtrate is 
the unconcentrated filtrate from the growth of Bacillus tuberculosis on a 
suitable nutrient broth. For its preparation the bacillus must be grown at 
_ approximately 37°C. for a period usually not less than six weeks, sufficient 

to allow the surface of the fluid medium to become covered by a_ thick 
growth of the bacillus. At the end of this period the medium is freed 
from bacilli by filtration through a bacteria-proof filter. The proper name 
of the preparation is “Tuberculin Bouillon Filtrate”, with or without a 
sufix such as T.O.A. or P.T.O. The suffix T.O.A. if used, will indicate 
that the bacillus used in preparing the Tuberculin Bouillon FFiltrate was 
obtained from a case of human infection; and the suffix P.T.O. will indicate 
that the bacillus used was obtained from a case of bovine infection. 


(2) Each batch of Tuberculin Bouillon Filtrate shall be tested for the 
absence of non-specific toxicity by the subcutaneous injection of 5 c.c, into 
a normal guinea-pig, and shall be treated as having passed the test if such 
injection does not cause death or serious symptoms. 

4. Tests for sterility—All tuberculins shall be tested for sterility in 
accordance with Rules 115 to 119. Tuberculin Bouillon Filtrate shall be 
tested in addition for absence of living tubercle bacilli by a method satis- 
factory to the Licensing Authority. 

TUBERCLE VACCINES 

5. Definition and Proper Name—Tubercle vaccines are preparations 

made from the bacillary substance obtained by growth of the Bacillus tuber- 


culosis on artificial media, and consisting of suspensions of the killed 
organism or of products therefrom, in water or other suitable suspending 
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fluids. The proper name is “Tubercle Vaccine”, and any other descriptive 
title or symbol indicating the origin of the bacilli or the nature of the 
process of preparation must be used in addition to, and not in substitution 
for, the name “Tubercle Vaccine”. 


6. Application of provisions as to bacterial vaccines—The provisions 
of Part I(A) of this Schedule (which relate to the production of bacterial 
vaccines) shall apply to the production of tubercle vaccines. 


(D) PROVISION APPLICABLE TO STAPHYLOCOCCUS TOXOID 


1. Definition and Proper Name—Staphylococcus Toxoid is staphy- 
lococcus toxin (the sterile filtrate from a culture on a suitable medium of 
a toxigenic strain of staphylococcus), the specific toxicity of which has been 
reduced to low value by the action of chemical substances in such a manner 
that it retains efficient properties as an immunizing antigen. Its proper 
name is “Staphylococcus .Toxoid”. 

Staphylococcus Toxoid may be issued either— 

(a) undiluted; or 


(b) already diluted with an appropriate saline solution to the 
strength suitable for injection. 


2. Labelling—The label on the container shall indicate the dose, of 
doses, appropriate for administration at one injection to a human subject. 


3. Tests—Staphylococcus Toxoid shall be submitted to the following 
tests, it shall not be issued unless it passes all of the tests. 


(a) Tests to determine that the specific toxicity of the toxin used in its 
preparation has been sufficiently reduced—(i) One volume of the undiluted 
staphylococcus toxoid shall be added to four volumes of physiological 
saline solution; equal volumes of this dilution of staphylococcus toxoid and 
of a 2 per cent suspension of washed red biood corpuscles of the rabbit 
shall be mixed; when the mixture is heated to 37°C. for one hour there 
must be no significant haemolysis. 


(ii) 0.2 c.c. of the undiluted staphylococcus toxoid shall be injected 
intracutaneously into a normal rabbit or guinea-pig; this injection may 
cause a Slight local reaction but must not produce necrosis. 


(iii) Two rabbits shall be injected intravenously with doses of staphylo- 
coccus toxoid calculated at the rate of 2.5 c.c. per kilogram body weight; 
this injection must not cause the death of either rabbit within three days 
following the injection. | 


(b) Tests of non-specific toxicity—Two normal mice shall be injected 
intraperitoneally with 0.5 c.c. of the undiluted toxoid; this injection must 
cause the death of either animal within seven days following the injection. 


(c) Tests for potency as an immunizing antigen—1 c.c. of the Uun- 
diluted staphylococcus toxoid shall be injected into each of not less than 
nine normal guinea-pigs on each of two occasions separated by an interval 
of not more than four weeks; at a date not later than two weeks after the 
second injection the serum of each guinea-pig shall be determined. 


If the serum of each of two-thirds or more of the guinea-pigs tested 
contains 0.5 unit or more of staphylococcus anti-toxin per C.c. of serum, 
or alternatively if the serum of each of one-third or more of the guinea-pigs 
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tested contains 1 unit or more of staphylococcus anti-toxin per c.c. of 
serum, the toxoid shall be accepted as sufficiently potent. 


PART III—PROVISIONS APPLICABLE TO THE PRODUCTION OF ALL SERA 
FROM LIVING ANIMALS 


1. Condition and housing of animals—(1) The animals used in the 
production of sera must be adequately and healthily housed. 


(2) Only healthy animals may be used in the preparation of sera, and in 
particular the presence of glanders in horses or other equidae and of 
tuberculosis in cattle must be excluded by testing with mallein and tuber- 
culin respectively. 


(3) Every new animal intended to be used as a source of serum must 
be subjected to a period of observation in quarantine for at least seven days, 
before being admitted to the stables in which the serum-yielding animals 
are housed. 


(4) Every animal used as source of serum must either be actively 
immunized against tetanus toxin or must be passively immunized against 
that toxin by injections of tetanus anti-toxin in such doses as to ensure the 
constant presence of that anti-toxin in the blood during the whole period 
of the use of the animal as a source of serum. 


2. Staff of establishment—The establishment must be under the com- 
plete direction and control of a competent expert in bacteriology and 
serology, assisted by a staff adequate for carrying out the tests required 
during the preparation of the sera and in connection with the finished pro- 
ducts. 


3. Precautions to be observed in preparation—(1) Laboratories where 
sera are exposed to the air in the course of the process of preparation must 
be separated by a sufficient distance from stables and animal houses to 
avoid the risk of aerial contamination with bacteria from animal excreta, 
and must be rendered fly-proof to prevent such contamination by insects. 
Such laboratories must have impervious walls and floors and must be 
capable of being readily disinfected when necessary. 


(2) A special room with impervious walls and floor which can_ be 
washed and when necessary, chemically disinfected must be provided for 
the collection of blood from the living animal. 


(3) An efficient system of manure removal must be used, which will 
prevent in accumulation in the vicinity of any room where blood or serum 
- is collected or handled. 


(4) An adequate number of efficient sterilizers must be provided for 
the sterilization of all glassware or other apparatus with which the serum 
may come into contact in the course of its preparation. 


(5) All processes to which the serum is subjected during and after its 
collection from the animal, must be designed to preserve its sterility, but 
in the case of artificially concentrated sera, it shall suffice that the process 
of concentration is conducted with scrupulous cleanliness and in such a 
manner as to avoid unnecessary or dangerous contamination. 


(6) The laboratories in which the testing of the sera for potency, 
sterility and freedom from abnormal toxicity are carried out must 


adequate for the purpose. An adequate supply of animals for use in such 
tests and suitable housing for such animals must be provided. 
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(7) Provision must be made for complying with any special condition 
which may be laid down in this Schedule relating to the production and 
issue of the particular serum, in respect of which the licence is granted. 


4. Unhealthy or infected animals—If an animal used in the production 
of sera is found to be suffering from an infection, except one produced by 
living organisms against which it is being immunized, or shows signs of 
serious or persistent ill-health not reasonably attributable to the process of 
immunization, the licensee shall immediately report the matter to the 
Licensing Authority and shall, if the authority orders an inspection and the 
Inspector so directs, cause such animal to be killed and a post mortem 
examination of it to be made, and take steps to prevent any serum obtained 
from the animal being sold or offered for sale until permission is given by 
the authority. If the result of the post mortem examination is such as 
to bring under suspicion the health of any of the other animals used for 
the production of sera, the Licensing Authority may prohibit the use of 
those animals for the production of sera or may take such other steps as 
may be necessary to prevent the issue of sera which may be dangerous to 
human health : 


Provided in the case of emergency the person in charge of the establish- 
ment may order the destruction of an animal used in the production of 
sera and suspected of infection, and shall in that case give notice forthwith 
to the Licensing Authority and shall permit an Inspector to be present at 
the post mortem examination. 


PART IV—PROVISIONS APPLICABLE TO PARTICULAR SERA AND _ ANTI- 
TOXIN 


(A) PROVISIONS APPLICABLE TO ANTI-BACTERIAL SERA AND ANTI-TOXIC 
SERA FOR WHICH NO POTENCY TEST IS PRESCRIBED 


(NoTE—The sera and anti-toxins to which this Part of this Schedule 
applies are the sera or solutions of the purified proteins of sera separated 
from the blood of animals which have been artificially immunized against 
cultures of one or more organisms or against a soluble toxin or toxins 
produced by the organism or organisms or against antigenic substances. 
prepared from the organism or organisms. ) 


1. Proper name—The proper name of any anti-bacterial serum to 
which Division A of this Part of this Schedule applies shall be the recognized’ 
scicntific name of the organisms or some generally recognized abbreviation 
thereof, preceded by the prefix “anti”, and followed by the word “serum”, 
as, for example, “Anti-meningococcus Serum”. 


The proper name of any anti-toxin serum may be formed from _ the 
word “anti-toxin”, preceded by the name of the organism from which the 
toxin was prepared, and followed, if desired, by a term indicating the source 
or the strain of that organism, for example, “Streptococcus Anti-toxim 
(Scarlatina)”’. 


2. Quality—(1) Any such serum shall be issued for therapeutic use im 
the form of either— 


(a) natural serum, i.e., the liquid product of decantation of the 
coagulated blood or plasma without any addition, other than 
antiseptic, or subtraction; or 


(b) a solution of the purified serum proteins containing the specific 
antibodies. 
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(2) At the time of issue, the liquid shall be clear or show, at most 
a slight opalescence or precipitate. Preparations of the natural serum 
shall not contain more than 10 per cent of solid matter. A solution of 


the serum protein shall not contain more than 20 per cent of the solid 
matter. 


3. Labelling—(1) The label on the container shall indicate the total 
number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of the purified serum proteins, 


4. Cultures—The cultures used in immunizing the animals shall be at 
all times open to inspection, and specimens shall be furnished for examina- 
tion at the request of the Licensing Authority. 


5. Records—(1) The permanent records which the licensee is required 
to keep shall include the following particulars— 


(a) as to the cultures— 
(i) the source from which the culture was obtained; 


(ii) the nature of the material from which the culture was 
isolated and the date of its isolation; and 


(iii) evidence of the identity and specificity of the culture. 
(b) as to the procedure used in immunizing the animals— 


(i) the method of preparing the culture or antigen used for 
immunization; 

(ii) the dosage and methods employed in administering the 
culture of antigen; 


(iii) the period in the course of immunization at which blood 
is withdrawn for preparation of the serum. 


(c) any test which may have been applied to the serum to deter- 
mine its content of specific antibodies or its specific therapeutic 
potency. 


(2) If the licensee desires to treat the performance of any tests recorded 
under sub-paragraph (1)(c) of this paragraph as determining the 
date of completion of manufacture for the purposes of Rule 109 he shall 
submit full particulars of the proposed test to the Licensing Authority and 
obtain his approval. 


(B) PROVISIONS APPLICABLE TO ANTI-DYSENTERY SERUM (SHIGA) AND 
OTHER ANTI-DYSENTERY SERA 


ANTI-DYSENTERY SERUM (SHIGA) 


1. Proper Name—Anti-dysentery serum (Shiga) is the serum or the 
globulins containing the specific immune substances, separated from the 
blood of animals which have been immunized against the toxins, cultures 
or bacterial substances obtained by artificial culture of the Bacillus 
dysenteriae (Shiga). The proper name of the substance is “Anti-Dysentery 
Serum (Shiga)”. 


2. Standard preparation—The standard preparation is a quantity of 
dried serum, obtained from horses immunized against the toxic constituents 
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of the Bacillus dysenteria (Shiga), and kept in the National Institute for 
Medical Research, Hampstead. 


3. Quality—(1) Anti-dysentery serum (Shiga) shall be issued for 
therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immu- 
nized animals; or 


(b) the solution of the globulins containing the specific immune 
substances; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the 
giobulins containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue be clear 
or show, at the most, a very slight opalescence or precipitate. Preparations 
of the natural serum (the liquid product of decantation, of the coagulated 
blood without any addition, other than antiseptic, or subtraction) shall not 
contain more than 10 per cent of total solid matter. A solution of the 
separated antitoxic globulins shall not contain more than 20 per cent of 
total solid matter. 


4. Strength—(1) The potency of anti-dysentery serum with respect to 
its content of antibodies for the toxic constituents of the Bacillus dysen- 
ieriae (Shiga) shall be determined by intravenous injection into mice of 
mixtures of the serum with a solution or suspension of the said toxic 
constituents, which solution or suspension has been standardized in relation 
to the standard preparation of anti-dysentery serum, 


(2) Each container of anti-dysentery serum (Shiga) shall contain a 
sufficient number of units in excess of the minimum total number of units 
indicated on the label to ensure that the said minimum total number of 
units wiil still be present in the container at the date appearing on the label 
pursuant to Rule 109(1)(c) as the date upto which the preparation may be 
expected to retain its potency, 


5. Unit of standardization—The unit of anti-dysentery serum (Shiga) 
for the purposes of these Rules is the specific neutralizing activity for the 
Bacillus dysenteriae (Shiga) contained in such an amount of the standard 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation with respect to its 
anti-toxic value for the toxic constituents of the Bacillus 
dysenteriae (Shiga), expressed as the minimum number of 
units per c.c. in the case of liquid products, or as the minimum 
number of units per gramme in the case of dry products; or 
(ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of the globulins containing the specific immune 
substances, or a dried natural serum or dried g'obulins. 


——— 


_— —— 
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OTHER ANTI-DYSENTERY SERA 


7. Proper Names—Anti-dysentery sera prepared by immunizing animals 
against bacilli producing dysentery in man, other than the B, dysenteriae 
(Siuga), shall conform with the provisions of Division (A) of this Part of 
this Schedule which are applicable to sera for which no potency test is 
prescribed. The proper name shall in each case be “Anti-dysentery 
Serum”, followed, in brackets, by the personal name or other symbol by 
which the particular strain or strains of dysentery bacilli are identified by 
bacteriologists, as for example, “Anti-dysentery Serum (Flexner)”, * Anti- 
dysentery Serum (Y)”, “Anti-dysentery Serum (Flexner, Y)”. 


8. Mixed sera—A mixed anti-dysentery serum, prepared by immunizing 
animals against the B. dysenteriae (Shiga) and in addition against one or 
more of the other bacilli associated with human dysentery shall conform 
with the provisions of Division (A) of this Part of the Schedule, and shall 
also, with respect to its content of immune substance for the B. dysenteriae 
(Shiga) and its products, conform with paragraphs 3, 4,5 and 6(2) in 
Division (B) thereof; and the number of unit shown on the label shall 
indicate the neutralizing value of the serum for the products of the B. 
dysenteriae (Shiga) only. The proper name of such a serum shall be 
“Anti-dysentery Serum” followed, in brackets, by the names of symbols 
indicating the strains used in its preparation, as for example, “Anti-dysen- 
tery Serum (Shiga, Fiexner Y)”. 


(C) PROVISIONS APPLICABLE TO DIPHTHERIA ANTI-TOXIN 


1. Definition and Proper Name—Diphtheria anti-toxin is the serum 
or the anti-toxic globulins separated from the blood of animals which 
have been immunized against diphtheria toxin. When the serum or anti- 
toxic globulins are obtained from the blood of horses or other equidae, 
the proper name of the substance is “diphtheria anti-toxin”. When the 
serum or anti-toxic globulins are obtained from animals other than horses 
or other equidae, the proper name is “Diphtheria Anti-toxin” foilowed by 
the common name of the animal from which the substance is prepared. 


2. Standard preparation—The standard preparation is a quantity of 
dried diphtheria anti-toxin kept in the National Institute for Medical 


Research, Hampstead, London. 


3. Strength—(1) Diphtheria anti-toxin having a potency of less than 
400 units per c.c. in the case of liquid preparations, or less than 4,000 
units per gramme in the case of dried preparations shall not be issued. 


(2) Each container of diphtheria anti-toxin shall contain a sufficient 
number of units in excess of the minimum total number of units indicated 
on the label to ensure that the said minimum total number of units will still 
be present in the container at the date appearing on the label pursuant to 
Rule 109(1)(c) as the date up to which the preparation may be expected 
to retain its potency. 

4. Quality—(1) Diphtheria anti-toxin shall be issued for therapeutic 
and prophylactic use in the form of either— 


(a) the serum separated from the blood or plasma of animals im- 
munized against diphtheria toxin, or 
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(b) the solution of the globulins containing the specific anti-toxin; 
or 


(c) a dry powder prepared from (i) the natural serum or (ii) the 
anti-toxic globulins containing no antiseptic or other added 
substance. 


(2) If issued in fluid form the liquid at the time of issue shall be clear 
or shall show, at the most, a very slight opalescence or precipitate. Prepara- 
tions of the natural serum (the liquid product of decantation of the coagu- 
lated blood without any addition, other than antiseptic or subtraction) shall 
not contain more than 10 per cent of solid matter. A solution of the separa- 
ted anti-toxic globulins shall not contain more than 0.1 gramme of solid 
matter for each 500 anti-toxin units. 


5. Unit of standardization—The unit of diphtheria anti-toxin for the 
purposes of these Rules is the specific neutralizing activity for diphtheria 
toxin contained in such an amount of the standard preparation as the 
Medical Research Council in the United Kingdom may from time to time 


indicate as the quantity exactly equivalent to the unit accepted for inter- 
national use. 


6. Tests for potency—The potency in units of diphtheria anti-toxin 
shall be determined in accordance with a method approved by the Licensing 
Authority by the injection into guinea-pigs of a mixture consisting of ‘he 
anti-toxin under test and of a diphtheria toxin which has been standardized 
in relation to the standard preparation. 


7. Labelling—(1) The label on the container shall indicate-— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the 
minimum number of units of anti-toxin per c.c. im the case 
of liquid products, or as the minimum number of units of anti- 
toxin per gramme in the case of dry products; or (ii) the total 
number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of anti-toxic globulins, dried natural serum, 
or dried anti-toxic globulins. 


(D) PROVISIONS APPLICABLE TO TETANUS ANTI-TOXIN 


1. Proper Name—Tetanus anti-toxin is the serum, or the anti-toxic 
globulins separated from the blood of animals which have been immunized 
against tetanus toxin. The proper name of the substance is “Tetanus Anti- 
toxin”. 

2. Standard preparation—The standard preparation is a quantity of 


dried tetanus anti-toxin kept in the National Institute for Medical Research, 
Hampstead, London. 


3. Strength—(1) Tetanus anti-toxin having a potency of less than 150 
units per c.c. in the case of liquid preparations or less than 1,500 units 


per gramme in the case of dried preparations, shall not be issued for pro- 
phylactic use. 


Tetanus anti-toxin having a potency of less than 800 units per c.c. in 
the case of liquid preparations, or less than 8,000 units per gramme in the 
case of dried preparations shall not be issued for the treatment of tetanus. 
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(2) Each container of tetanus anti-toxin shall contain a_ suilicient 
number of units in excess of the minimum total number of units indicated 
on the label to ensure that the said minimum total number of units will still 
be present in the container at the date appearing on the label pursuant to 
Rule 109(1)(c) as the date upto which the preparation may be expected 
to retain its potency. 


4. Quantity— (1) Tetanus anti-toxin shall be issued for therapeutic 
and prophylactic use in the form of either— 


(a) the serum separated from the blood or plasma of animals im- 
munized against tetanus toxin; or 


(b) the solution of the globulins containing the specific anti-toxin, or 


(c) a dry powder prepared from (i) the natural serum, or (ii) 
the anti-toxic globulins, and containing no antiseptic or other 
added substance. 


(2) If issued in fluid form the liquid at the time of issue shall be clear 
or show at the most a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
without any addition, other than antiseptic, or subtraction) shall not con- 
tain more than 10 per cent of total solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 0-1 gramme of solid matter 
for each 300 anti-toxin units. 


5. Unit of Standardization—The unit of tetanus anti-toxin for the 
purposes of these Rules is the specific neutralizing activity for tetanus toxim 
contained in such an amount of the standard preparation as the Medical 
Research Council in the United Kingdom may from time to time indicate 
as the quantity exactly equivalent to the unit accepted for international use. 


6. Test of potency—The potency in units of tetanus anti-toxin shall be 
determined by the subcutaneous injection into guinea-pigs or mice of 
mixtures of the preparation with a tetanus toxin which has beea standardiz- 
ed in relation to the standard preparation of tetanus anti-toxin. The 
neutralizing value may be determined by observation either— 


(a) of the greatest dose which fails to protect a guinea-pig or 
mouse from death within four days, or 


(b) of the least dose, which suffices to protect a mouse or guinea- 
pig from the appearance of symptoms of tetanus. 


7. Labelling—(1) The label on the container shall indicate— 


(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as_ the 
minimum number of units of anti-toxin per c.c. in the case 
of liquid products, or as the minimum number of units of anit- 
toxin per gramme in the case of dry products; or (ii) the total 
number of c.c. in the container. 

(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular products, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum, oF 
dried anti-toxin globulins. 

(This Section D has been revised under Government of India Notifica- 
tion No, F. 1-1/52-DS, dated the 20th July, 1953). 
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(E) Provisions APPLICABLE TO GAS-GANGRENE ANTI-TOXIN 
(PERFRINGENS) 


1. Proper Name—Gas-Gangrene Anti-toxin (Perfringens) is the serum 
or the anti-toxic globulins, separated from the blood of animals which have 
been immunized against the specific toxin prepared by the growth of 
Bacillus perfringens (B. welchii) in a fluid medium. The proper name of 
the substance is “Gas-Gangrene Anti-toxin (Perfringens)”. 


2. Standard preparation—The standard preparation is a quantity of 
dried gas-gangrene anti-toxin (perfringens) kept in the National Institute 
for Medical Research, Hampstead, London. 


3. Quality—(1) Gas-gangrene anti-toxin shall be issued for  thera- 
peutic use in the form of either— . 


(a) the serum separated from the blood or plasma of the immu- 
nized animals; or 


(b) the solution of the globulins containing the specific immune 
substances; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the 
globulin containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at the most, a very slight opalescence or precipitate. Preparation of 
the natural serum (the liquid product of decantation of the coagulated 
blood without any addition, other than antiseptic, or substraction) shall 
not contain more than 10 per cent of solid matter. A solution of the 
separated anti-toxic globulins shall not contain more than 20 per cent of 
total solid matter. 


4. Strength—(1) The potency in units of gas-gangrene anti-toxin 
(perfringens) shall be determined, in accordance with a method approved 
by the Licensing Authority, by the injection into animals of a mixture of the 
anti-toxin under test with a gas-gangrene (perfringens) toxin which has 
been standardized in relation to the standard preparation of gas-gangrene 
anti-toxin (perfringens). 


(2) Each container of gangrene anti-toxin (perfringens) shall contain 
a sufficient number of units in excess of the minimum total number of units 
indicated on the label to ensure that the said minimum total number of units 
will still be present in the container at the date appearing on the label pur- 
suant to rule 109(1)(c) as the date up to which the preparation may be 
expected to retain its potency. 


5. Units of Standardization—The unit of gas-gangrene anti-toxin (perf- 
fringens) for the purposes of these Rules is the specific neutralizing activity 
for gas-gangrene (perfringens) toxin contained in such an amount of the 
standard preparation as the Medical Research Council in the United King- 
dom may from time to time indicate as the quantity exactly equivalent to the 
anit accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 
(b) either (i) the potency of the preparation expressed as the 
minimum number of units of anti-toxin per ¢.c. In the case of 
liquid products or as minimum number of units of anti-toxin 


per gramme in the case of dry products; or (ii) the total 
number of c.c. in the container. 
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(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 


natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-toxic globulins. 


7. Mixed anti-toxins—Mixed anti-toxin, containing anti-toxin against 
other toxins than that of the Bacillus perfringens, shall, with respect to its 


content m units of gas-gangrene anti-toxin (perfringens), conform with 
paragraphs 4, 5 and 6. 


(F) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTI-TOXIN 
(OEDEMATIENS) 


1. Proper Name—Gas-Gangrene Anti-toxin (Oedematiens) is the 
serum, or the anti-toxic globulins, separated from the blood of animals 
which have been immunized against the specific toxin prepared by the 
growth of Clostridium oedematiens in a fluid medium. The proper name 
of the substance is “Gas-Gangrene Anti-toxin (Oedematiens)”. 


2. Standard preparation—The standard preparation is a quantity of 
dried gas-gangrene anti-toxin (Oedematiens) kept in the National Institute 
for Medical Research, Hampstead, London. 


3. Quality—(1) Gas-Gangrene Anti-toxin (Oedematiens) shall be 
issued for therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immu- 
nized animals; or 


(b) the solution of the globulins containing the specified immune 
substances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) 
the globulins containing the specified immune substances, 


(2) If issued in fluid form the liquid shall, at the time of issue, be 
clear or show, at the most, a very slight opalescence or precipitate. Prepara- 
tion of the natural serum (the liquid product of decantation of the coagu- 
lated blood or plasma, without any addition, other than antiseptic, or 
subtraction shall not contain more than 10 percent of solid matter. A 
solution of the separated anti-toxic globulins shall not contain more than 20 
per cent of total solid matter. 


4. Strength—(1) The potency in units of gas gangrene anti-toxin 
(Oedematiens) shall be determined by a method approved by the licensing 
Authority by the injection into animals of a mixture of the anti-toxin under 
test with a gas-gangrene (Oedematiens) toxin which has been standardized 


in relation to the standard preparation of gas-gangrene anti-toxin 
(Oedematiens). 


(2) Each container of gas-gangrene anti-toxin (Oedematiens) shall 
contain a sufficient number of units in excess of the minimum total number 
of units indicated on the label to ensure that the said minimum total number 
of units will still be present in the container at the date appearing on the 
label pursuant to Rule 109(1)(c) as the date up to which the preparation 
may be expected to retain its potency. 


5. Unit of Standardization—The unit of gas-gangrene anti-toxin 
(Oedematiens) for the purposes of these Rules is the specific neutralizing 
activity for gas-gangrene (Oedematiens) toxin contained in such an amount 
of the standard preparation as the Medical Research Council in the United 
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Kingdom may from time to time indicate as the quantity exactly equivalent 
to the unit accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 
(b) either (i) the potency of the preparation expressed as the 
minimum number of units of anti-toxin per c.c. in the case of 
liquid products or as minimum number of units of anti-toxin 


per gramme in the case of dry products; or (ii) the total num- 
ber of c.c. in the container. 


(2) The label on the container or the label or wrapper On the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or dried 
anti-toxin gJobulins. 

7. Mixed anti-toxin—The mixed anti-toxin, containing anti-toxins 
against other toxins than that of Clostridium oedematiens shall, with respect 
to its content in units of gas-gangrene anti-toxin (Oedematiens) conform 
with paragraphs 4, 5 and 6. 


(G) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTI-TOXIN (VIBRION 
SEPTIQUE) 


1. Proper Name—Gas-gangrene Anti-toxin (Vibrion Septique) is the 
serum or the anti-toxic globulins, separated from the blood of animals which 
have been immunized against the specific toxin prepared by the growth of 
the clostridium commonly known as vibrion septique in a fluid medium. 
The proper name of the substance is “Gas-Gangrene Anti-toxin (Vibrion 
Septique)”’. 

2. Standard preparation—The standard preparation is a_ quantity of 
dried gas-gangrene anti-toxin (Vibrion Septique) kept in the National Insti- 
tute for Medical Research, Hampstead, London. 


3. Quality—-(1) Gas-gangrene Anti-toxin (Vibrion Septique) shall be 
issued for therapeutic use in the form of either— 

(a) the serum separated from the blood or plasma of the immunised 
animals; or 

(b) the solution of the globulins containing the specified immune 
substances; or 

(c) the dried solid prepared from (i) the natural serum or (ii) the 
globulins containing the specified immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be 
clear or show, at the most, a very slight opalescence or precipitate. Prepara- 
tions of the natural serum (the liquid product of decantation of the 
coagulated blood without any addition, other than antiseptic, or subtraction) 
shall not contain more than 10 per cent of solid matter. A solution of the 
separated anti-toxic globulins shall not contain more than 20 per cent of 
solid matter. 

4. Strength—(1) The potency in units of gas-gangrene anti-toxin 
(Vibrion Septique) shall be determined, by a method approved by the 
Licensing Authority, by the injection into animals of a mixture of the anti- 
toxin under test with a gas-gangrene (Vibrion Septique) toxin which has 
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been standardized in relation to the standard preparation of gas-gangrene 
anti-toxin (Vibrion Septique). 


(2) Each container of gas-gangrene anti-toxin (Vibrion Septique) 
shall contain a sufficient number of units in excess of the minimum total 
number of units indicated on the label to ensure that the said minimum total 
number of units will still be present in the container at the date appearing on 
the label pursuant to Rule 109(1)(c) as the date up to which the prepara- 
tion may be expected to retain its potency. 


5. Unit of standardization—The unit of gas-gangrene anti-toxin 
(Vibrion Septique) for the purposes of these Rules is the specific neutraliz- 
ing activity lor gas-gangrene (Vibrion Septique) toxin contained in such an 
amount of the standard preparation as the Medical Research Council in the 
United Kingdom may from time to time indicate as the quantity exactly 
equivalent to the unit accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as _ the 
minimum number of units of anti-toxin per c.c. in the case of 
liquid products or as minimum number of units of anti-toxin 
per gramme in the case of dry products; or (ii) the total num- 
ber of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-tcxic globulins. 


7, Mixed anti-toxin—A mixed anti-toxin, containing anti-toxin against 
other toxins than that of the clostridium commonly known as vibrion septi- 
que shall, with respect to its content in units of gas-gangrene anti-toxin 
(Vibrion Septique) conform with paragraphs 4, 5 and 6. 


(H) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTI-TOXIN 
(HIsTOLYTICUS) 


1. Proper Name—Gas-gangrene Anti-toxin (Histolyticus) is the serum 
or the anti-toxic globulins, separated from the blood of animals which have 
been immunized against the specific toxin prepared by the growth of 
Clostridium histolyticus in the fluid medium. The proper name of the 
substance is “Gas-Gangrene Anti-toxin (Histolyticus)”. 


2. Standard preparation—The standard preparation is a quantity of 
dried gas-gangrene anti-toxin (histolyticus) kept in the National Institute 
for Medical Research, Hampstead, London. 


3. Quality—(1) Gas-Gangrene Anti-toxin (Histolyticus) shall be 
issued for therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immunized 


(b) the solution of the globulins containing the specified immune 
substances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the 
globulins containing the specified immune substances, 
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(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at the most, a very slight opalescence or precipitate. Preparations 
of the natural serum (the liquid product of decantation of the coagulated 
blood or plasma without any addition, other than antiseptic, or subtraction ) 
shall not contain more than 10 per cent of solid matter. A solution of the 
separated anti-toxic globulins shall not contain more than 20 per cent of solid 
matter. 

4. Strength—(1) The potency in units of gas-gangrene anti-toxin 
(histolyticus) shall be determined in accordance with a method approved by 
the Licensing Authority, by the injection into animals of a mixture of the 
anti-toxin under test with gas-gangrene (histolyticus) toxin which has been 
standardized in relation to the standard preparation of gas-gangrene anti- 
toxin (histolyticus). 

(2) Each container of gas-gangrene anti-toxin (histolyticus) shall con- 
tain a sufficient number of units in excess of the minimum total number of 
units indicated on the label to ensure that the said minimum total number of 
units will still be present in the container at the date appearing on the label 
pursuant to Rule 109(1)(c) of these Rules as the date up to which the 
preparation may be expected to retain its potency. 


5. Unit of standardization—The unit of gas-gangrene anti-toxin (histoly- 
ticus) for the purpose of these Rules is the specific neutralizing activity for 
gas-gangrene (Histolyticus) toxin contained in such an amount of the 
standard preparation as the Medical Research Council in the United 
Kingdom may from time to time indicate as the quantity exactly equivalent 
to the unit accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the 
minimum number of units of anti-toxin per c.c. in the case of 
liquid products or as minimum number of units of anti-toxin 
per gramme in the case of dry products; or (ii) the total num- 
ber of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-toxic globulins. 


7. Mixed anti-toxin—A mixed anti-toxin containing anti-toxins against 
other toxins than that of Clostridium histolyticus shall with respect to ifs 
content in units of gas-gangrene anti-toxin (histolyticus), conform with 
paragraphs 4, 5 and 6. 


(1) PROVISIONS APPLICABLE TO ANTI-PNEUMOCOCCUS SeruM (Type I) 


1. Proper Name—Anti-pneumococcus Serum (Type I) is the serum, or 
the globulins containing the specific immune substances, separated from the 
blood of animals which have been immunized against cultures of a Pneu- 
mococcus (Diplococcus pneumoniae) of the variety known as T I. The 
proper name of the substance is “Anti-pneumococcus Serum (Type I)”. 


9. Standard preparation—The standard preparation is a quantity of 
dried anti-pneumococcus serum (Type I) kept at the National Institute for 
Medical Research, Hampstead, London. 
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3. Quality—(1) Anti-pneumococcus Serum (Type I) shall be issued 
for therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immunized 
animals; or 


(b) the solution of the globulins containing the specific immune 
Substances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the 
globulins containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at the most, a slight opalescence or precipitate. Preparation of the 
natural serum (the liquid product of the decantation of the coagulated blood 
or plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent of total solid matter. A solution of the 


Separated globulins shall not contain more than 20 per cent of total solid 
matter. 


4. Strength—The potency in units of anti-pneumococcus serum 
(Type I) shall be determined in accordance with a method approved by the 
Licensing Authority, by comparison of the activity of the serum under test in 
Protecting animals against the lethal action of a virulent culture of 
Diplococcus pneumoniae (Type 1) with the activity under identical condi- 
tions of the standard preparation of anti-pneumococcus serum (Type I). 


5. Unit of standardization—The unit of anti-pneumococcus serum 
(Type I) for the purposes of these Rules is that quantity of the standard 
preparation which the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the 
minimum number of units per c.c. in the case of liquid products 
or as minimum number of units per gramme in the case of dry 
products; or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package, 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-toxic globulins. 

(3) The date to be indicated under Rule 109(1) (c) shall not be later 
than two years after the date of manufacture. 


7. Mixed anti-pneumococcus Sera—A mixed anti-pneumococcus serum 
containing anti-bodies against strains of Diplococcus pneumoniae other 
than those of the variety known as Type I, shall with respect to its content in 
units of anti-pneumococcus serum (Type I) conform with paragraphs 4, 5 
and 6 of this part. 


(J) PROVISIONS APPLICABLE TO ANTI-PNEUMOCOCCUs SERUM (TYPE II) 


1. Proper Name—Anti-pneumococcus Serum (Type II) is the serum, 
or the globulins containing the specific immune substances separated from 
the blood of animals which have been immunized against cultures of a 
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pneumococcus (Diplococcus pneumoniae) of the variety known as Type IE. 
The proper name of the substance is “Anti pneumococcus Serum (Type II)”. 


2. Standard preparation—The standard preparation is a quantity of dried 
anti-pneumococcus serum (Type II) kept at the National Institute for Medi- 
cal Research, Hampstead, London. 


3. Quality—(1) Anti-pneumococcus Serum (Type IL) shall be issued 
for therapeutic use inthe form of either— 


(a) the serum separated from the blood or plasma of the immuniz- 
ed animals; or 


(b) the solution of the globulins containing the specific immune 
substances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the 
globulins containing the specific immune substances. 


(2) I£ issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at the most, a slight opalescence or precipitate. Preparations of the 
natural serum (the liquid product of the decantation of the coagulated blood 
or plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent of total solid matter. A solution of the 
separated globulins shall not contain more than 20 per cent of total solid 
matter. 


4. Strength—The potency in units of anti-pneumococcus serum (Type 
II) shall be determined, in accordance with a method approved by the 
Licensing Authority, by comparison of the activity of the serum under test in 
protecting animals against the lethal action of a virulent culture of Diplo- 
ccus pneumoniae (Type II) with the activity under identical conditions of 
the standard preparation of anti-pneumococcus serum (Type II). 


5. Unit of standardization—The unit of anti-pneumococcus serum 
(Type II) for the purpose of these Rules is that quantity of the standard 
preparation which the Medical Research Council in the United Kingdom 
may from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling—(1) The label on the container shall indicate— 


(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the 
minimum number of the units per c.c. in the case of liquid 
products or as the minimum number of units per gramme in the 
case of dry products; or (ii) the total number of c.c. in the 
container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum ofr 
dried anti-toxic globulins. 


(3) The date to be indicated under Rule 109(1)(c) shall not be later 
than two years after the date of manufacture. 


7. Mixed anti-pneumococcus sera—A mixed anti-pneumococcus serum 
containing anti-bodies against strains of Diplococcus pneumoniae other than 
those of the variety known as Type II, shall with respect to its content in 
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a anti-pneumococcus serum (Type IL) conform with paragraphs 4, 5 
and 6. 


(K) PROVISIONS APPLICABLE TO STAPHYLOCOCCUS ANTI-TOXIN 


1. Proper Name—Staphylococcus anti-toxin is the serum, or the anti- 
toxic globulins, separated from the blood of animals, which have been 
immunized against the toxin prepared by artificial culture on suitable media 
of Staphylococci obtained from cases of infection. The staphylococcus 
toxin is characterized by its lethal action when injected into susceptible 
animals, by the production of inflammation and necrosis when injected intra- 
cutaneously into susceptible animals, and by its lytic action in vitro on the 
red blood corpuscles of the rabbit. Staphylococcus anti-toxin is characteriz- 
ed by its power of neutralizing these activities of the staphylococcus toxin 
when mixed with it in effective proportions. The proper name of the sub- 
stance in Staphylococcus Anti-toxin”, 


2. Standard preparation—The standard preparation is a quantity of 
dried staphylococcus anti-toxin kept in the National Institute for Medical 
Research, Hampstead, London. 


3. Quality—(1) Staphylococcus anti-toxin shall be issued for thera- 
peutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immunized 
animals; or 

(b) the solution of the globulins containing the specific immune 
substances; Or 


(c) the dried solid prepared from (i) the natural serum or (ii) the 
globulins containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at the most, a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
or plasma without any addition, other than antiseptic or subtraction) shall 
not contain more than 10 per cent of solid matter. A solution of the sepa- 
rated anti-toxic globulin shall not contain more than 20 per cent of total 
solid matter. 

4, Strength—(1) ‘The potency in units of staphylococcus anti-toxin 
shall be determined, in accordance with a method approved by the Licensing 
Authority and based on the specific neutralizing action of the anti-toxin under 
test on a staphylococcus toxin which has been standardized in relation to the 
standard preparation of staphylococcus anti-toxin. 


(2) Each container of staphylococcus anti-toxin shall contain a 

sufficient number of units in excess of the total minimum of units indicated 
~ on the label to ensure that the said minimum total number of units will 
still be present in the container at the date appearing on the label pursuant 
to Rule 109(1)(c) as the date upto which the preparation may be expect- 
ed to retain its potency. 

5. Unit of Standardization—The unit of staphylococcus anti-toxin for 
the purposes of these Rules is the specific neutralizing activity for 
staphylococcus toxin contained in such an amount of the standard prepara- 
tion as the Medical Research Council in the United Kingdom may from 
time to time indicate as the quantity exactly equivalent to the unit accepted 
for international use, 
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6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the 
minimum number of units of anti-toxin per c.c. in the case 
of liquid products, or as the minimum number of units of anti- 
toxin per gramme in the case of dry products; or (ii) the total 
number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum oF 
dried anti-toxic globulins. 


(L) PROVISIONS APPLICABLE TO ANTI-VENOM SERUM (ANTI-VENENE) 


1. Proper Name—Anti-venom Serum (or anti-venene) is the serum 
or the globulins containing the specific neutralizing substances separated 
from the blood of animals which have been immunized against the venom 
of the one or more poisonous snakes. The proper name of the substances 
is Anti Venom Serum (or Anti-venene) followed by names of the species 
of snakes against the venoms of which it has been prepared. 


2. Standard preparations—The standard preparations are quantities of 
the dried venom of the Indian Cobra (Naja tripudians) Russel’s Viper 
(Vipera russellii) kept at the Central Research Institute, Kasauli. 


3. Quality—(1) Anti--venom serum (or anti-venene) shall be issued 
for therapeutic use in the form of either— 
(a) the serum separated from the blood or plasma of immunized 
animals; or 
(b) the solution of the globulins containing the specific neutralizing 
substances; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the 
globulins containing the specific neutralizing substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be 
clear or show, at most, a very slight opalescence or precipitate. Prepara- 
tions of the natural serum (the liquid product of decantation of the coagu- 
lated blood without any addition, other than antiseptic or subtraction) 
shall not contain more than 10 per cent of total solid matter. A Solution 
of the separated neutralizing globulins shall not contain more than 20 
per cent of total solid matter. 


4. Strength—(1) The potency of anti-venom serum (or _ antivene) 
shall be determined in accordance with a method approved by the licensing 
Authority. 


5. Labelling—(1) The label on the container shall indicate— 


(a) the potency of the preparation expressed as the weight of 
dried venom, each species of poisonous snakes against which 
it is prepared, is neutralized, under the method of test em- 
ployed, by one cubic centimetre of the serum; 


(b) the total number of cubic centimetres in the container. 


-“— ~~“ - © PS) 
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(2) The label on the container or the label or wrapper on the package 
Shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of the globulins containing the specific neutra- 
lizing substances, or dried globulins, 


PART V—ARSPHEVAMINE AND ITS DERIVATIVES 


(A) GENERAL PROVISIONS APPLICABLE TO ARSPHENAMINE AND TO ITS 
DERIVATIVES 


1. Standard preparations—The standard preparations of arsphenamine 
and of the derivatives thereof are quantities of those preparations kept in 
the National Institute for Medical Research, Hampstead, London. 


2. Biological tests—(1) The tests shall be carried out either— 
(a) in a central institution appointed by the Licesing Authority; or 


(b) if the Licesing Authority so direct, the laboratories of the 
licensee. 


(2) The licensee shall, if the Licesing Authority so direct, transmit to 
the appointed institution for testing a sample from each finished batch of 
arsphenamine, or its derivative, intended for issue. The sample shall con- 
sist of at least six sealed containers of the product as completed for issue, 
taken by random sampling from the whole batch, and each containing at 
least 0.6 gramme of the product. If the Licensing Authority direct that the 
test shall be carried out in the laboratories of the licensee, they shall be 
carried out in strict accordance with the directions given by the authority, 
and in comparison with the standard preparation of arsphenamine or the 
derivative thereof corresponding to the product under test. 


(3) The tests shall consist of the following : 


(a) The test for maximum toxicity—Several separate containers 
for each finished batch shall be tested for toxicity by intra- 
venous (or where the Part of this Schedule relating to a par- 
ticular derivative requires, by subcutaneous) injection into at 
least ten mice and five rats, or into such number of animals 
of some other species as the Licensing Authority may consider 
equivalent, and no batch shall be passed for issue which shows 
a toxicity greater than that of the standard preparation when 
tested under identical conditions. The tests shall be con- 
ducted in accordance with such detailed instructions as the 
Licensing Authority may issue. 


(b) Test for therapeutic potency—Samples from each batch shall 
be tested for therapeutic potency on a series of mice or rats 
infected with a suitable strain of pathogenic trypanosomes 
(T. brucie. T. equiperdum etc.) in accordance with the 
following general method and with such detailed instructions 
as the Licensing Authority may issue (i) the mice or rats on 
which the test is made shall be infected with the trypanosome 
employed to an equal degree, the degree being determined by 
enumeration per unit volume of blood; (ii) samples from 
each batch shall be tested by means of several doses each of 
which shall be administered to at least five of the animals, 
and the result shall be evaluated by comparison with — the 
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effects of the standard preparation, administered to animals 
of the same species, having the same degree of infection. 


4. Method of issue—Arsphenamine and any derivative of arsphena- 
mine shall be issued in the form of a dry powder either in evacuated glass 
containers or in glass containers which have been filled before being, 
sealed with some inert gas to the exclusion of oxygen unless permission 
is given by Licensing Authority for the issue of a particular derivative in 
some other form. 


(B) SPECIAL PROVISIONS APPLICABLE TO NEOARSPHENAMINE 


1. Proper Name—Neoarsphenamine is the sodium salt of dioxydia- 
mino arseno benzo-methylene sulphoxylic acid. Its proper name is “Neo- 
arsphenamine”. 


2. Quality—Neoarsphenamine must have the following physical and 
chemical characteristics :— 


(a) the substance must be in the condition of a yellow dry 
powder, freely mobile in contact with glass surfaces, and 
without odour, except such as is due to traces of ether or 
alcohol; 


(b) the substance must be soluble in water, but insoluble in 
absolute ethyl alcohol and in ether. If 0.6 gramme of the 
substance is added to 1 cubic centimetre of distilled water, 
it must dissolve rapidly and completely and form a_ clear, 
yellow solution, mobile and free from gelatinous particles and 
suspended matter of every kind; 


(c) a normal solution of sodium carbonate or a 5 per cent 
solution of the anhydrous carbonate, added in equaj volume 
to a 10 per cent aqueous solution of neorsphenamine, must 
not produce a precipitate; 


diluted hydrochloric acid (I.P.) added in equal volume to a 
10 per cent aqueous solution of neoarsphenamine must give a 
yellow precipitate of the free acid from neoarsphenamine. 
If the mixture is warmed, sulphur dioxide must be evolved 
so as to be detected by iodate-starch paper; 


(e) when a solution of 0.2 gramme of neoarsphenamine in 10 
c.c. of water is acidified with phosphoric acid and distilled to 
about one-half its volume, formaldehyde must be evolved so 
as to be detected in the distillate by a red ring formed at the 
line of contact when five drops of a 1 per cent solution of 
phenol is added and a layer of sulphuric acid is run’ under 
the mixture; 


(d 


= 


(f) the dry powder, as taken directly from the ampoules in which 
it is issued, must contain not less than 18 per cent or more 
than 21 per cent of arsenic, as determined by a method 
approved by the Licensing Authority. 


3. Test for stability—The product as filled into ampoules shall be 
kept at a temperature of 56°C for at least 24 hours and shall retain coiour, 
physical properties and solubility substantially unchanged at the end of 
that period. 


_ 
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(C) SPECIAL PROVISIONS APPLICABLE TO SULPHARSPHENAMINE 


_ 1. Proper Name—Sulpharsphenamine is the sodium salt of dioxydia- 
muino-arseno benzene-methylene-sulphurous acid. Its proper name _ is 
“Sulpharsphenamine”’. 


2. Quality—Sulpharsphenamine must have the following physical and 
chemical characteristics :-— 


(a) The substance must be in the condition of a yellow dry 
powder, freely mobile in contact with glass surfaces, and 
without odour, except that due to traces of ether or alcohol; 


(b) the substance must be soluble in water but insoluble in alcohol 
and in ether. If 0.6, grammes of the substance is added to 
1 c.c.,of distilled water, it must dissolve rapidly and completely, 
and form a clear yellow solution, mobile and free from gelati- 
nous particles and suspended matter of every kind; 


(c) a normal solution of sodium carbonate or a 5 per cent solution 
of the anhydrous carbonate, added in equal volume to a 
10 per cent aqueous solution of sulpharsphenamine must not 
produce a precipitate; 

({d), five volume of diluted hydrochloric acid (I.P.) added to one 
volume of a 10 per cent aqueous solution of sulpharsphenamine 
must give, after a few minutes, a yellow precipitate of the free 
acid from sulpharsphenamine. If the mixture is boiled, sul- 
phur dioxide must be evolved so as to be detected by iodate- 
starch paper; 

{e) when a solution of 0.2 gramme of sulpharsphenamine in 10 c.c 
of water is acidified with phosphoric acid and distilled to about 
one-half its volume formaldehyde must be evolved so as to 
be detected in the distillate by a red ring formed at the line of 
contact when five drops of a 1 per cent solution of phenol is 
added and a layer of sulphuric acid is run under the mixture; 


(f) on addition of an equal volume of 1 in 10,000 indigocarmine 
solution, a 10 per cent watery solution of sulpharsphenamine 
must not reduce the indigo-carmine in five minutes at 50°C; 


(g) the dry powder, as taken directly from the ampoules in which 
it is issued, must contain not less than 18 per cent or more 
than 21 per cent of arsenic as determined by a method approv- 
ed by the Licensing Authority. 

3. Test for toxicity and therapeutic potency—The, test, of maximum 
toxicity and for therapeutic potency prescribed in paragraph 2(3) of Sec- 
tion (A) of this Part of, this Schedule shall, in the case of sulpharsphena- 
mine, be carried out by subcutaneous injection into mice or rats. 


4. Test for stability—The product as filled into ampoules shall 
be kept at 56°C for at least 24 hours and shall retain its colour, physical 
properties and solubility substantially unchanged at the end of that period. 


(D) SPECIAL PROVISIONS APPLICABLE TO DERIVATIVES OF ARSPHENAMINE 
OTHER THAN THOSE SPECIFIED IN (B) AND (C) OF THIS PART 


1; Nature of substance—In the case of any derivatives of arsphenamine 
other than those’ specified in Section (B) and (C) of this Part of this Sche- 
dule the applicant for a manufacturing’ or an import licence shall 
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submit to the Licensing Authority with his application a statement of the 
true chemical nature and composition of the derivative, and a full and de- 
tailed account of the chemical tests by which that composition is determin- 
ed and by which the uniformity of successive batches is secured. 


2. Proper Name—The applicant shall also submit with his application 
the name which he proposes to use for the derivative to which the applica- 
tion relates and such name, if approved by the Licensing Authority, may be 
used as the proper name of the derivative. 


3. Chemical tests—If a licence is granted for the manufacture of such 
a derivative of arsphenamine, the licensee shall carry out on each batch of 
the derivative such, if any, of the chemical tests submitted with the applica- 
tion as are accepted by the Licensing Authority, and any others which the 
authority may direct as requisite for determining the composition and 
securing its uniformity. No batch of the derivative which fails to pass 
any of the tests so accepted or directed shall be issued. 


4. Test for toxicity and potency—Each batch of such derivative further 
be tested, by biological methods, for toxicity and potency, according to 
the methods prescribed in Section (A) of this Part of this Schedule. Th 
the event of no standard preparation being available for a particular deriva- 
tive, the tests shall be made in such form and their results interpreted in 
accordance with such criteria as the Licensing Authority may direct. 


PART VI—INsuULIN 


1. Proper Name—Insulin is the preparation of the specific antidiabetic 
principle of the pancreas. Its proper name is “Insulin”, 

2. Special conditions of licence—It shall be a condition of every licence 
to manufacture or to import insulin :— 


(a) that it shall not be issued in a mixture with any other therapeu- 
tic agent except with the previous consent of the licensing 
authority; 


(b) that if issued for injection suspended in some medium in which 
it is not itself soluble, it shall be tested before suspension. 


3... Standard preparation—The standard preparation is a quantity of dry 
soluble insulin hydrochloride prepared and kept in the National Institute 
for Medical Research, Hampstead, London. 


4. Unit of standardization—The unit of insulin for the purposes of these 
Rules is the specific activity contained in such an amount of the standard 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


5. Qualiy—The acidity of the prepared watery solution, as determined 
by a suitable indicator, shall be such that the hydrogen-ion concentration is 
not less than that corresponding to pH=4, or greater than that correspond- 
ing to pH=3. 


6. Test—(1) The methods used for testing the potency of preparation 
in comparison with the standard preparation shall be such as the Licensing 
Authority may from time to time approve. 


THE DRUGS AND COSMETICS RULES 287 


an eepeeneeee een ene UTTER ea! 

(2) In addition, samples from each batch shall be tested in such 
manuer as the Licensing Authority may direct for the purpose of ascer- 
taining its stability under ordinary conditions of storage. 


7. Container—In the case of a prepared solution of insulin the glass of 
the container shall be non-alkaline resistance glass. 


8. Labelling—In the case of prepared solution of insulin the label on 
the container shall indicate the strength as the number of units per ¢.c. and 
ag case of compressed tablets as the number of units in each 

et. 


PART VII—PituiTARY (POSTERIOR LOBE) EXTRACT 


1. Proper Name—Pituitary extract is the watery extract prepared from 
the separated posterior lobe of the pituitary body or the watery solution of 
one or more of the separated active principles of that lobe. The proper 
name of the complete water extract is “Pituitary (posterior lobe) Extract”. 
The proper name of a solution containing one of the separated active 
principles is ‘Oxytocic principle of the pituitary posterior lobe” or “Pressor 
principle of the pituitary posterior lobe” or such other name descriptive of 
such a solution as the Licensing Authority may in any particular case 
approve in writing. 

2. Standard preparation—The standard preparation is a quantity of dried 
acetone-extracted substance obtained from the posterior lobes of fresh 
pituitary bodies of oxen. The standard is kept in the National Institute for 
Medical Research, Hampstead, London. 


3. Unit of standardization—(1) The unit of pituitary extracts for the 
purposes of these Rules in the specific activity corresponding to that yield- 
ed by 0.5 milligramme of the standard preparation when extracted by the 
method approved by the Licensing Authority under this Part. 


(2) When the preparation is a solution of a separated active principle, 
the unit employed indicating the strength shall be the amount of that active 
principle yielded to extraction by 0.5 mgm. of the standard preparation as. 
determined by the appropriate biological test. 


4. Quality—The acidity of the prepared watery extract shall be such 
that the hydrogen-ion concentration is not less than that corresponding to 
pH=4, or greater than that corresponding to pH=3. 


5. Tests—(1) The method used for preparing the extract from the 
standard preparation and for its use in a comparative biological test and 
the biological methods employed in making the test shall be such as the 
Licensing Authority may from time to time approve. 


(2) Samples from each batch of the finished product shall be tested 
for sterility in accordance with the methods set forth in Part X of the Rules. 
unless the finished product has been sterilized by heat in a manner satis- 
factory to the Licensing Authority after being sealed in the containers. 


6. Container—The glass for the container shall be non-alkaline resist- 
ance glass. 


7. Labelling—The label on the container shall indicate the strength of 
the extract as the number of units per c.Cc. 
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8. The date to be specified in compliance with the requirements of 

Rule 109(1)(c) shall be such date as the Licensing Authority shall in any 

particular case have approved in writing. 


*PART VIII—ADRENALINE INJECTION 


1. Proper Name—The proper name of the preparation shall be “Adren- 
aline Injection”. 

2. Description—Adrenaline Injection is a sterile solution of adrenaline 
in water for injection containing in each 100 ml. 0.08 g. tartaric acid, 0.8 g. 
Sodium Chloride and not less than 0.09 g. and not more than 0.110 g. of 
Adrenaline, C,H,303N. 


3. Standard Preparation—The standard preparation is a quantity of 
pure l-Adrenaline which complies with the following tests :— 


Tests for identity and purity—(1) It gradually darkens on exposure to 
air. It combines with acids, forming salts which are soluble in water, and 
from this solution, the base may be precipitated by the addition of dilute 
solution of ammonia or by alkali carbonates. 


(2) It is very slightly soluble in water and in dehydrated alcohol; more 
soluble in boiling water, practically insoluble in alcohol (90 per cent), 
éther, in chloroform, in acetone, and in fixed and volatile oils. 


(3) It is not stable in neutral or alkaline solution which rapidly 
becomes red on exposure to air. 


(4) Dilute 1 ml. or 0.1 per cent w/v solution in water with 4 ml. of 
water and add 1 drop of a 10.0 per cent w/v solution of ferric chloride in 
water; an emerald—green colour is immediately produced which becomes 
cherry red on the addition of 4 drops of solution of dilute ammonia (Indian 
Pharmacopoeia). 


(5) Add 1 ml. of 0.1 per cent w/v solution in water to 5 ml. of a 
10.0 per cent. w/v solution of sodium acetate in water, and add 2 drops 
of test solution of mercuric chloride (Indian Pharmacopoeia), a red 
colouration slowly appears which reaches its greatest depth of intensity 
after half an hour. When the tube is placed for not more than 10 to 
15 seconds in boiling water-bath the colour appears more quickly. 


Specific rotation—Determined at 25°C in a 4.0 per cent w/v solution 
in a mixture of 1 volume of hydrochloric acid and 9 volumes of water——50.0° 
18:53.5%. 


Adrenaline—0.05 g dissolves completely in a mixture of 0.15 ml. of 
weter and 0.15 ml. of acetic acid. 


Loss on drying—When dried to constant weight at 100° in vacuo, loses, 
not more than 1.0 per cent of its weight. 


Residue on ignition—Not more than 0.1 per cent. 


4. Test for potency—A suitable solution of adrenaline injected intra- 
venously into a cat or a dog by the methods below produces a rise in the 
systolic blood pressure of the animal corresponding to that produced by an 
€qual amount of a solution of standard chemically pure adrenaline. 


*Amended under Government of India Notification No. F. 1-60/61-D, ‘dated 12th 
1962. 
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Preparation of the solution for the test—The following method is 
suggested : 


Weigh accurately about 0.050 g. of standard adrenaline, dissolve it 
in 5 ml. of N/1 Hydrochloric acid and dilute this to 50 ml. by the addi- 
tion of distilled water, thus making a 1 in 1000 solution. The solution 
must be recently prepared otherwise it deteriorates. It will keep for a 
short time if preserved in hard glass containers in a refrigerator, but it 
mys 3 discarded if any signs of deterioration, such as colouration, are 
observed. 


Suitable dilutions of the standard adrenaline solution may then be 
made in physiological saline for comparison with equivalent dilutions of 
adrenaline injection to be tested. 


Methods of comparison of potency—The following methods of assay 
are suggested :— 


(a) For the purpose of the assay a full grown cat, preferably male, 
should be used. The cat should be anaesthetised with a 
suitable anaesthetic, the spinal cord should be divided and 
the brain destroyed, the respiration being maintained artificially. 
The blood pressure is estimated by inserting a cannula into 
the carotid artery and connecting the same with a mercury 
manometer which records on a moving drum. The injections 
are made into the exposed femoral vein. The blood pressure 
must be low and must not vary before experiments are started. 
The amount of standard solution necessary to cause a sub- 
maximal rise in blood pressure by injecting intravenously vary- 
ing doses of the solution at regular intervals should be deter- 
mined and after a satisfactory dose has been ascertained the 
uniformity of reactions should be tested by the injection of two 
or more doses of equal size. If these injections produce 
approximately equal increases in blood-pressure alternate 
injections of the solution to be tested and of the standard are 
made, varying the amount of the unknown until two or more 
successive injections raise the blood pressure to the same 
height, indicating that the amount of active agent is the same 
in the doses used. From the result thus obtained the strength 
of the unknown solutions may be determined and adjusted. 


(b) For the purpose of the assay, a dog of medium size should be 
used. The animal should be anaesthetized with a _ suitable 
anaesthetic and maintained under artificial respiration. 
It is prepared for blood pressure estimations by inserting @ 
cannula into the carotid artery and connecting the same with 
a mercury manometer which records on a moving drum. The 
injections are made into the exposed femoral vein. Before 
the test is made, if in case any muscular movement such as 
twitching is present, the dog should receive by intravenous 
injections a sufficient dose of curare, but if the animal is deeply 
anaesthetised, this is not necessary. The dog should also receive 
a sufficient dose of atropine sulphate (from 0.001 g. to 0.002 
g. per kg. of the dog's weight) to paralyse the vagi, this 
paralysis being proved by electrical stimulation. Injections must 


be made at regular intervals of approximately five minutes. 
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Determine the amount of standard solution necessary to cause a rise in 
blood pressure from 30 to 60 mm of mercury by injecting intravenously 
varying dose of the solution and after a satisfactory dose has been ascer- 
tained, the uniformity of reaction should be tested by the injection of two 
or more doses of equal size. If these injections produce approximately 
equal increases in blood pressure, alternate injections of the solution to be 
tested and of the standard are made varying the amount of the unknown 
until two or more successive injections raise the blood pressure to the same 
height indicating that the amount of active agent is the same in the doses 
used. From the results thus obtained the strength of the unknown solution 
may be determined and adjusted. 


5. Containers—(1) Ampoules shall be made of resistant glass that 
passes the tests for limits of alkalinity of glass as laid down in the Indian 
Pharmacopoeia. Containers other than ampoules shall be made of amber 
coloured resistant glass that passes the test for limit of alkalinity of glass 
as laid down in the Indian Pharmacopoeia. 


(2) The drug shall be made up only in single dose containers of 0.5 ml. 
or 1 ml. capacity. 


(3) The anti-oxidant or preservative which may be added to the solu- 
tion need not be specified in the formula. 


6. Storage—Adrenaline Injection shall be kept in ampoules protected 
from light. If the solution becomes brown in colour or contains a preci- 
pitate, it must be rejected. A suitable preservative may be added to the 
sclution. 


Labelling—The label of the containers shall contain the following in 
addition to any other particulars prescribed in these rules :— 
1. Strength of the solution. 
2. The word ‘Sterile’. 
3. Dose (0.12 to 0.5 ml. by injection). 
4. Date of manufacture and date of expiry, the intervening period 
must not exceed twelve months. 


5. The name and strength of any preservative or antioxidant added 
shall be shown either on the label of the container or on the 
package in which the container is enclosed for sale. 


6. Caution—If the solution is brown in colour or contains a preci- 
pitate it must be rejected. 


@PART IX—ANy OTHER PREPARATIONS INCLUDING WATER FOR 
INJECTION IN A FORM TO BE ADMINISTERED PARENTERALLY 


1. Tests—The preparation shall be in a container which precludes the 
access of bacteria. 


2. The composition of the preparation shall be in accordance with the 
composition stated on the label. Such deviations as may be allowed in the 
conipesition of the preparation shall be fixed by the Licensing Authority. 


@ Amended by Govt. of India, Ministry of Health, F.P., & U.D. Notification No. F. 
1-14/68-D, dated 26-10-1968. 
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3. The preparation shall comply with tests for sterility. 


*3A. The water used in the manufacture of parenteral tions 
shall comply with the tests for pyrogens. 5 nl 


: 4. It the container is made of glass, the glass shall pass the tests for 
limit of alkalinity in glass laid down in the Indian Pharmasiaeie 


{Liver Injection Crude 


1. Liver Injection Crude is a sterile solution in water for injection of 
that soluble thermostable fraction of mammalian livers which increases the 
red blood corpuscles in the blood of persons suffering from pernicious 
and other types of macrocytic anaemias. It is obtained by stopping the pro- 
cesses Of extraction at such a stage that the final product is derived directly 
from an alcohol solution of a concentration not higher than 70 per cent, by 
volume, of C. H; OH. 


Each ml. of Liver Injection Crude has Vitamin B,, activity equivalent 
to either 1 microgram or 2 micrograms of cyanocobalamin. The prepara- 
tion shall contain not more than 0.5 per cent of cresol or of phenol as a 
bacteriostatic agent. 


_ 2. Proper name—The proper name of the preparation shall be Liver 
Injection Crude. 


3. Description—A brownish liquid which at times may show a slight 
turbidity. 


4. Tests— 
(a) Reaction—pH 5 to 7. 


(b) Total Solids—Evaporate to dryness in a water bath, dry at 
105°C for an hour and then at 60°C in vacuum for 2 hours; 
cool in a desiccator and weigh. The total solids shall not be 
less than 15 per cent w/v in the case of preparation containing 
2 micrograms of cyanocobalamin per ml. and 7.5 per cent W/V 
in the case of preparation containing 1 microgram of cyanoco- 
balamin per ml. respectively. 


(c) Limits for proteins—The protein nitrogen shall not exceed 
0.08 per cent w/v as determined by precipitating the proteins 
with an equal volume of 20 per cent. trichloracetic acid 
washing the precipitate with 10 per cent trichloracetic acid 
and by estimating the nitrogen content of the precipitate by 
the Micro-Kjeldahl method. 


(d) Absence of undue toxicity—The test should be performed on 
a batch of 5 healthy white mice weighing between 17 and 22 g. 
Intraperitoneal injection of the sample in dosage of 0.25 ml. 
per 20 g. of body weight shall not cause death within a period 
of 120 hours of any of the 5 mice tested. If even one of the 
5 mice dies, the test shall be repeated and if there is no 
mortality in the second batch within a period of 120 hours 
the sample shall be deemed to have passed the test. 


SSE A 
*Amended by Govt. of India, Notification No. F. 1-27/56-D, dated 8-12-1956 and No. 


F. 1-19/59-D, dated 13-6-1961. 
+Added under Government of India Notification No. F. 1-45/58-D, dated 4-1-1961. 


292 THE DRUGS AND COSMETICS RULES ‘ 


AIEEE RIESE) AEBS 2 EPEDOIOOOOSET EE 

*(e) Sterility test—Liver Injection Crude shall comply with the 
sterility test laid down for ‘Injection’ in the edition of the 
Indian Pharmacopoeia for the time being. 


*(f) Potency—The potency shall be determined by_ the microbiolo- 
gical method for the estimation of vitamin By. activity as 
specified in the edition of the Indian Pharmacopoeia for the 
time being and shall be not less than that stated on the label. 


5. Coniainer—The container used for Liver Injection Crude shail 
comply with the requirements laid down in the Indian Pharmacopo¢tta for 


container of ‘Injections’. 


6. Storage—Liver Injection Crude shall be stored in a cool place 
preferably at a temperature not exceeding 20°C, and protected from light 


7. Label—The label on the container shall state the following details 
in addition to any other particulars prescribed in these Rules :—- 


(1) The amount of Vitamin B,. activity (Cyanocobalamin) per 


(2) The average amount of raw liver processed to produce 1 mi. 
of the extract. 


(3) The date of expiration of potency which should not be later 
than 24 months from the date of manufacture, and 


(4) The name and quantity of the bacteriostatic agent added. 


PART X—SURGICAL LIGATURE AND SURGICAL SUTURE 


1. Proper Name—Surgical ligature or suture is any ligature or form 
of binding material of animal, vegetable or synthetic origin and offered oF 
intended to be offered for sale for use in surgical operation upon the 
human body. Where such ligature or suture is offered or intended to be 
offered for sale as sterile and ready for use the proper name of substance 
shall be “sterilized surgical ligature” or “sterilized surgical suture” followed, 
in brackets, by the accepted scientific name or a title descriptive of the 
true nature and origin of the substance as for example—‘Sterilized Surgical 
Ligature (catgut)” or “Sterilized Surgical Suture (horsehair) .” 


2. Test for sterility—Every batch of surgical ligature (suture) shall 
consist entirely of material collected under uniform conditions and simulta- 
neously subjected or intended to be subjected to the same process Or series 
of processes for rendering it sterile. 


batch consisting of not less than 1 per cent. of the whole quantity of 
material constituting the batch. The sample shall, when practicable, be 
the contents of at least one whole container or packet, and shall be drawn 
at random from the whole number of containers or packets constituting the 
batch. 

A. The sample shall be subjected to the following process for testing 


sterility. 

Nee een Re of Tolle Seiad NG, 

*Amended by S.O. No. 4139 dated 12-8-1972 (Government of India Notification No. 
11014/12/72-D, dated the 5th tune (1972) 
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(a) the ontainer or packet shall be opened and the sample re- 
moved with aseptic precautions; 


(b) after all the adherent fluid has been drained off as completely 
as possible the sample shall be placed entire in a test tube at 
least 3.5 cm. in diameter 17.5 cm. in length and containing 
50 ml. of sterile distilled water. This tube shall then be 
closed by some method which will preclude the access of 
bacteria and be placed in incubator at 37°C for 24 hours; 


(c) after this incubation, the sample shall be aseptically trans- 
ferred to a similar tube containing a solution of 1 per cent 
of sodium thiosulphate and 1 per cent of crystallized sodium 
carbonate in distilled water, the tube and solution having been 
previously sterilized in autoclave. In this solution the sample 
shall again be incubated for 24 hours at 37°C. 


(d) after the second incubation the sample shall be again removed 
aseptically and, without further washing, shall be examined for 
the presence of living bacteria and their spores. 


The sterility tests shall be carried out either (i) by the method prescribed 
in Rules 117 (1), (2), (3), and 118 (1) or (2) by placing the sample 
in a tube at least 3.5 cm. in diameter and 17.5 cm. in length containing 
not less than 50 ml. of a culture medium prepared by dissolving 0.2 per 
cent of prepared agar-agar in a nutrient bacteriological broth* the mixture 
being sterilized in the autoclave : 


Provided that, if manufacturer satisfies the Licensing Authority that be 
has already in use tests for the presence of living aerobic or anaerobic 
bacteria and that these tests, as applied by him, will detect the presence 
of such bacteria in the ligature (suture) as ready for issue with a certainty 
at least equal to that afforded by the application of the tests prescribed 
in the above mentioned articles the Licensing Authority may approve the 
use of such test in the place of the tests so prescribed; but, in that event, 
the authority may at any time withdraw such approval and require the 
manufacturer to carry out the prescribed tests; 


(ce) the tubes of culture medium containing the sample shall be 
incubated at 37°C for 12 days, and examined daily for fhe 
growth of bacteria; 


(f) if no such growth is detected during this period, the batch from 
which the sample was drawn shall be treated as free from living 
bacteria and their spores, and as having passed the test : 


Provided that, if a licensee satisfies the Licensing Authority that the 
tests prescribed in sub-paragraph (c) of this paragraph for freeing sub- 
stances from combined or adherent antiseptics are not suitable for applica- 
tion to the substance which he is licensed to manufacture or import, the 
Licensing Authority may approve in writing the application of alternative 
tests in place of the tests so prescribed. 


Labelling—For the purpose of Rule 109(1)(c) the date on which the 
manufacture of the batch is completed shall be the date on which the test 
for sterility was completed. 


*Note.-—The broth may preferably be made by the digestion of meat with trypsin 
Doughal’s broth or Hartly’s modification thereof. 
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*PART XI—PROVISIONS APPLICABLE TO THE PRODUCTION OF 
BACTERIOPHAGES 


1. Definition—(i) This part of this Schedule applies to the bacterio- 
phages made from any micro-organism pathogenic to man or other animal. 


(ii) For the purpose of this Part of this Schedule a bacteriophage means 
a sterile preparation derived from a culture of the micro-organism from 
which the bacteriophage derives its name. 


2. Staff of establishment—Any establishment where bacteriophages are 
prepared must be under the complete direction and control of a competent 
expert in bacteriology, who must be assisted by a staff adequate for carrying 
out the tests required during the preparation of the bacteriophages and in 
connection with the finished products. 


3. Proper name—The proper name of any bacteriophage shall be the 
word ‘Bacteriophage’ followed by the name of the Micro-organism from 
which it is prepared, or other name approved by the Licensing Authority. 


4. Records—-Cultures used in the preparation of bacteriophages must 
before being manipulated into a bacteriophage be identified by the generally 
accepted tests applicable to the particular micro-organism. ‘The permanent 
records which the licensee is required to keep shall include a record of 
the origin, properties and characteristics of the cultures. 


5. Combined bacteriophages—Bacteriophages may be issued either 
singly or combined in the same container. In the case of combination of 
bacteriophage a name for the combined bacteriophage may be submitted 
by the licensee to the Licensing Authority, if approved, may be used as a 
proper name of the bacteriophage. 


6. Containers—The container shall be sealed glass ampoule of non- 
alkaline resistance glass. 


7. Labelling—The label of the container shall indicate :— 
(a) the proper name of the bacteriophage; 
(b) the words ‘For oral administration only’; 
(c) the date of manufacture; and 
(d) a caution to the effect that if the preparation is cloudy or shows 
a deposit it should be discarded. 


8. Tests-—Bacteriophages shall be subjected to the same tests for sterility 
as prescribed in these Rules for bacterial vaccines. 


*PART XII—(A) THE DIGITALIS GROUP OF DRUGS AND ERGOT AND ITS 
DERIVATIVES 


1. Proper names, etc—The proper names, standard preparations, units 
of standardization, quality and method of storage of drugs belonging to the 
digitalis group and of ergot and its derivatives shall be those specified 
in the Indian Pharmacopoeia. 


a EE Se NT am 
*Amended under Government of India Notification No. F. 18-1/46-D, dated 18-6-1948. 
wae by Government of India Notification No. F. 1-63-61/D, dated 17th July, 
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2. Tests—Drugs belonging to the digitalis group and ergot and its 
derivatives shall be submitted to the tests described in the Indian 
Pharmacopoeia. 


(B) FISH-LIVER OILS 


1. Units of standardization—The units of standardization for vitamin 
preparations shali be those specified in the Indian Pharmacopoeia. 


2. Tests-—Fish-liver oils and other vitamin preparations shall be sub- 
mitted to one of the tests for activity specified in the Indian Pharmacopoeia. 


(C) Liquor ADRENALINAE HYDROCHLORIDE NOT TO BE ADMINISTERED 
PARENTERALLY 


These preparations shall be submitted to the test prescribed in Part VILL 
of this Schedule except that they will not be tested jor sterility. The label 
on the container and the label or wrapper on the package shall bear the 
words “Not to be injected” clearly printed in a distinctive manner in addition 
to any particulars prescribed in these Rules. 


(D) PREPARATIONS CONTAINING ANY VITAMINS IN A FORM NOT TO BE 
ADMINISTERED PARENTERALLY 


_ 1. Definition—Vitamins include natural and synthetic Vitamins, synthetic 

derivatives of Vitamins, Vitamin esters and synthetic substances having 
physiological actions comparable with those of the aforeinentioned substances 
and natural products containing Vitamins. 


2. Units of standardization—The units of standardization for Vitamin 
preparations shall be those specified in the Indian Pharmacopoeia. 


3. Tests-—Drugs containing Vitamins shall be submitted to the tests for 
Vitamins prescribed in the Indian Pharmacopoeia. 


4. Labelling—(1) The number of units and/or the actual weight of 
each vitamin per unit volume and/or weight shall be declared on the label. 


+(2) Omitted. 


*(E) STANDARDS FOR PREPARATIONS OF LIVER FOR ORAL USE 


1. Desiccated Liver—(Desiccated Liver Substance)—Desiccated Liver 
is the dried, defatted or underfatted powder prepared from mammalian livers 
suitable for use as food by man. Each gram of Desiccated Liver contains 
the equivalent of not less than 2 mcg. of cyanucobalamin; it contains not 
less than 10 per cent of nitrogen. 


Desiccated Liver is prepared from sound, clean and entire glands that 
are free from external connective tissue and external fat, and dried in a 
vaccum at a temperature not exceeding 60°C. It is free from diluents or 
preservatives. One part of Desiccated Liver is obtained from approximately 
4 parts, by weight, of fresh glands. 


2. Liver Concentrate—Liver Concentrate is the dried, unfractioned 
product resulting from the water or acidified water extract derived from 


tOmitted under Government of India Notification No F. 1-23/51-D, dated 9-2-1958. 
*Amended by Government of India Notification No. F. 1-€3/61-D, dated 7th July 
1962. 
2 )—817DGHS/77 
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mammalian livers suitable for use as food by man. Each gram of liver 
concentrate is derived from not less than 15 grams of fresh liver and contains 
not less than the equivalent of 7.5 mcg. of cyanocobalamin; it contains not 
less than 9 per cent of nitrogen. | 


Liver Concentrate is prepared from finely minced fresh or frozen livers 
by extraction with water, with or without th- addition of acid. The proteim 
is coagulated by heat, the insoluble materia! . °~oved, and the solution 1s 
concentrated and dried in vacuum or a spray uiyer. 


Liver Concentrate shall not be subjected to any fractionation process, 
such as those involving solvents or absorbents, and it does not contain 
added diluents other than an amount, not to exceed 5 per cent of a harmless 
substance to prevent caking. 


Liver Concentrate may also be used in the form of a paste with a solid 
content not less than 65 per cent W/W, but the labelling should be on 
dry basis, the specification being the same as given above. **It may con- 
tain 0.1 percent of benzoic acid or a suitable concentration of other harmless 
preservatives. 


3. Liver Fraction 1. (Soluble Liver Fraction)—Liver Fraction 1 is 
the product in paste form, containing that portion of liver concentrate 
soluble in 70 per cent. alcohol, and free from diluents. Each gram of 
Liver Fraction 1 is derived from not less than 25 grams of fresh liver 
and contains the equivalent of not less than 6 mcg. of cyanocobalamin. It 
contains not less than 6 per cent. of nitrogen. It may contain 0.1 per cent. | 
of benzoic acid or a suitable concentration of other harmless preservative. 


4. Liver Fraction 2. (Insoluble Liver Fraction).—Liver Fraction 
2 is a product containing that portion of liver concentrate insoluble 
in 70 per cent. alcohol. It does not contain added diluents or 
preservatives other than an amount not to exceed 5 per cent. of a harmless 
substance to prevent caking. Each gram of Liver Fraction 2 is derived 
from not less than 25 grams of fresh liver; it contains not less than 6 per 
cent. of nitrogen. | 


5. Proteolysed Liver—Proteolysed Liver is a mixture of the products 
of digestion of edible mammalian livers, and may be prepared by digesting 
mammalian liver with a proteolytic enzyme at a temperature of 50° to 60° 
and at pH of 5 to 6. The product is heated at 100° for 5 minutes to inactivate 
the enzyme, filtered, concentrated under reduced pressure, and evaporated 
to dryness in vacuum or a spray dryer. 


os may contain up to 5 per cent of a harmless substance added to prevent 
caking. 

Each gram of Proteolysed Liver is derived from not less than 6 grams 
of fresh liver and contains the equivalent of not less than 4 mcg. of cyano- 
cobalamin; it contains not less than 11 per cent. of nitrogen. 


Amino-acid content—This test should be the same as in the Indian 
Pharmacopoeia, but substituting the words “decolourised with activated 
charcoal and adjusted to pH 7” for the words “adjusted to pH 7”. This 
change is suggested because Proteolysed Liver solution is dark-brown in 
sat and decolourisation helps in obtaining a clear end-point in the formal 
tifration. 


" ##Added_ by S. O. No, 2139, dated 12-8-1972, (Govt. of India Notification No. 
%-11014/12/72-D, dated the Sth June, 1972). c i ification No. 
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Proteolysed Liver may also be used in the form of a paste, with a solid 
content not less than 65 per cent W/W, but the labelling should be on 
dry basis, the specifications being the same as given above. It may contain 
0.1 per cent. of benzoic acid or a suitable concentration of other harmless 


preservative. 


** MANNER OF LABELLING—PREPARATIONS OF LIVER FOR ORAL USE 


Subject to the other provisions of these rules and this Schedule a 
preparation of Liver for oral use for which standards have been laid-down 
in this Part of Schedule shall bear on the label the name of the preparation 
as prescribed. 


In case the preparation of Liver for Oral use is presented as a paste, 
the word ‘paste’ shall be added after the name prescribed and the solid 
content, weight/weight, shall also be stated on the label. 


In case any patent or proprietary preparation contains one or more of 
the preparations of Liver for Oral Use prescribed above, the formula of 
such a patent or proprietary preparation shall show the 1ame or names, 
as the case may be, of the preparation or preparations prescribed in this 
Part and the quantity which shall be expressed on dry basis when the paste 
is used. 


(F) PREPARATION CONTAINING HORMONES IN ANY FORM NOT TO BE 
ADMINISTERED PARENTERALLY 


1. Definition—Hormones include natural and synthetic , Hormones, 
synthetic derivatives of Hormones, Hormones esters and ‘synthetic sub- 
blandular products containing Hormones. 


2. Tests—Drugs containing Hormones shall be submitted to tests pres- 
cribed in the Indian Pharmacopoeia or as directed by the Licensing Authority 
if any particular Hormone is not included in the Indian Pharmacopoeia. 


*3. Omitted. 


+PART XII-A—PROVISIONS APPLICABLE TO ANTIBIOTICS AND THEIR 
PREPARATIONS 


Injection of Procaine Benzyl Penicillin in Oil with Aluminium 
Stearate Suspension 


Injection of Procaine Benzyl Penicillin in Oil with Aluminium Stearate 
Suspension is a sterile suspension of procaine benzyl penicillin in a suitable 
oil containing 2 per cent w/v of aluminium monostearate. It contains not 
less than 90 per cent of the number of International Units of Penicillin 
stated on the label. 


Proper name—The proper name shall be "Injection of Procaine Benzyl 
Penicillin in Oil with Aluminium Stearate Suspension” or “Sterile Procaine 
Penicillin G with Aluminium Stearate Suspension”. 


—_————= 


**added by S.O. No. 2139 dated 12-8-1972 (Government of India Notification No. 
X. 11014/12/72-D, dated the 5th June, 1972). 

#9) nitt-d under Government of India Notification No. F. 1-23/51-D.S., dated 9-2-1958, 

tAdded uiier Governnent of India Notification No. F. 1-22/59-D, dated 9-4-1960. 
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Consistence—Passes readily through a hypodermic needle of internal 
diameter 0-905 mm. at 25°C. 


Particle Size—The diameter of not less than 65 per.cent of the particles 
does not exceed 5 microns. 


Stability—When shaken by hand it forms a suspension which is stable 
for 48 hours at 37°C; if any separation takes place during this time, the 
thickness of the oily layer should not be greater than 3 mm. 


Water—Not more than 1.4 per cent. 


Sterility—After the addition of a quantity of solution of penicillinase 
or other suitable inactivating agent adequate to ensure complete inactivation 
of the penicillin present, complies with the test for sterility. 


Blood-level duration—When determined as described in the Appendix, 
a quantity equivalent to 3,00,000 International Units of penicillin produces 
blood-serum levels at 72 hours of not less than 0.03 International Units 
per ml. in not less than half the number of subjects used. 


Other requirements—Complies with the requirements stated under 
“Injections” in the Indian Pharmacopoeia. 


Assay—The potency is determined by the method included in the 
Arpendix. 


Storage—Injection of Procaine Benzyl Penicillin in Oil with Aluminium 
Stearate Suspension should be stored in a cool place, but not in a refrigerator. 


Labelling—The label on the container must state (1) the name of the 
injection; (2) the number of International Units in 1 mL; (3) “For intra- 
muscular use only”, 


When Injection of Procaine Benzyl Penicillin in Oil with Aluminium 
Stearate Suspension is prescribed, no strength being stated, the injection 
containing 3,00,000 International Units per ml. shall be dispensed. 
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APPENDIX 
BLoop LEVEL DURATION TEST 


1. The Test—Ten or more persons in good health and weighing between 
60 and 90 kg. who have not taken penicillin or similar Bits in any 
form during the previous seven days are selected as test subjects. Each sub- 
ject is myjected with a quantity of the Injection of Procaine Benzyl Penicillin 
in Oil with Aluminium Stearate Suspension under test equivalent to 3,00,000 
International Units of penicillin. A 5 ml. sample of venous blood is with- 
drawn 72 hours after the injection and if desirable, at other times during the 
test period; the subject should receive no other antibiotic during this period. 
The blood is allowed to clot and the serum is separated by centrifuging and 
transferred immediately to sterile tubes. If it is not to be tested on the 
Same day, the serum is frozen at—20°C or below and stored frozen. The 


eecilin content of the samples of serum is determined as _ described 
ow :— 


The Blood-serum Assay (Sarcina Lutea Method) 


___The antibiotic potency of a sample of serum presumed to contain peni- 
cillin is determined by comparing the volumes of it required to inhibit the 
growth of a standard strain of Sarcina Lutea with the quantities of a standard 
preparation of penicillin required to produce the same degrees of inhibition. 


Working Standard Solution 


To about 0.015 g. of the International Standard preparation of penicillin, 
accurately weighed in an atmosphere of 50 per cent relative humidity or 
less, sterile 1 per cent phosphate buffer, pH 6.0 is added to make a stock 
solution containing 0.6 mg. per ml. (1,000 International Units per ml). 
This solution is kept at a temperature of about 10°C and used for two days 
only. On the day of the assay, this stock solution is diluted to 1.0 Inter- 
national Units per ml. using the above mentioned buffer. Working dilutions 
of the latter solution are prepared using as the diluent bovine albumin TS 
which, before use, has been filtered through a bacteria-proof filter and 
tested on plates for inhibition of Sarcina Lutea under the conditions outlined 
below. Bovine albumin TS which shows inhibition under these conditions 
should not be used. 


Preparations of serum samples 


Serum samples expected to contain not more than 0.4 International 
Unit per ml. need not be diluted. Samples expected to have a_ potency 
greater than 0.4 International Unit per ml. should be diluted to about 0.1 
International Unit per ml. with bovine albumin TS known to have no 
antibiotic activity. 


Suggested Method 


The general procedure described under “Biological Assay of penicillin” 
is applied with the specific changes set forth below. 
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Media: 


Nutrient agar for the base layer and for carrying the test organism is 


prepared as follows :— 


Peptone . ; ; , : ; ‘ ; ’ ele : 6°0 g. 
Pancreatic Casein digest . : : , : ; : ‘ ; 4-0 g. 
Yeast Extract . ; , ; ; ; : ; : : : 3-0 g. 
Beef Extract . : ; . . a : ; y ; é 1-5 g. 
Glucose . : 5 : : ; 5 : ; : : 10g. 
Agar : ; ; : 5 ; : é 3 ; ; . oa eg. 
Water, sufficient to produce é : : 3 . 1,000 ml. 


The media is adjusted so that the pH is 6.5 to 6.5 after autoclaving 
at 121°C for 20 minutes. 


Agar for the inoculated layer is prepared as above, but omitting the 
pancreatic digest of casein and adjusting the reaction so that the pH is 6.5 
to 6.6 after autoclaving. 


Nutrient broth for preparing an inoculum of test organism is prepared 
as follows :— 


Peptone . : Z : : : ; ; : ; ; ; 5-0 g. 
Yeast Extract . ; ; : .: eee pee SOT a 
Beef Extract. ; ; . : ; : ; ; ‘ : 1-S g. 
Sodium Chloride ; : : : ; : : : : ; 3-5 pg. 
Glucose . ae ; : ipa | OF ; S'S, 
Dibasic Potassium Phosphate . : : : : : ; ; 3 -68 g. 
Potassium Dihydrogen Phosphate ‘ ; : : : : : 1-32 g. 
Water, sufficient to produce ; ; ‘ : 1,000 ml. 


The media is adjusted so that the pH is 6.9 to 7.0 after autoclaving. 


Instead of preparing the media from the individual ingredients specified 
they may be prepared from a dehydrated mixture which when reconstituted 
with water, has the specified composition. Minor modifications of the 
individual ingredients specified are permissible if the resulting media possess 
growth promoting properties at least equal to the media described. 


Preparation of Bulk Culture Suspension 


The test organism is Sarcina Lutea (P.C.I., 1001 and American Type 
Culture Collection 9341). The test organism is maintained on slants of 
nutrient agar as described for the base layer and transferred to a fresh agar 
slant once a week. A suspension of the test organism is prepared as 
follows. An agar slant is streaked heavily with the test organism and 
incubated for 24 hours at 26°C. The growth is washed off with 3.0 ml. of 
nutrient broth. The suspension so obtained is used to inoculate the surface 
of a Roux bottle containing 300 ml. of this nutrient agar. The suspension 
is spread over the entire surface with the aid of sterile glass-beads. The 
bottle is incubated for 24 hours at 26°C. Growth is washed from the agar 
surface with 15 ml. of nutrient broth prepared as described. The density 
of organisms in this bulk suspension is tested by diluting 1 part with 9 parts 
of nutrient broth, and measuring the light transmission at about 650 mu. in 
a suitable photoelectric colorimeter. If the light transmission is about 10 
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per cent of that of sterilie nutrient broth similarly treated, the bulk suspen- 
sion is satisfactory for use. Otherwise, the bulk suspension is adjusted by 
dilution so that a 10 per cent dilution of the adjusted suspension gives about 
10 per cent light transmission. The bulk suspension, adjusted by dilution 
if necessary, may be used for at least two weeks. 


Preparation of plates 


On the day of the assay 10 ml. of base layer agar-medium is added to 
Peiri plates (20 mm. X 100 mm.). The agar is distributed evenly in the 
plates and allowed to harden. 


0.4 ml. of bulk culture suspension is added to 100 ml. of the agar pre- 
pared for the inoculated layer, previously melted and cooled to 48°C. The 
culture and agar are thoroughly mixed and 4 ml. are added to each of the 
plates containing the 10 ml. of the hardened uninoculated agar. The ino- 
culated agar is spread evenly over the surface by tilting the plates back and 
forth. The plates are covered with porcelain covers, glazed on the outside. 


Standard curve and assay procedure 


Six cylinders are placed on the inoculated agar surface so that they are 
at approximately 60° intervals on a 2.8 cm, radius. One plate is used for 
each sample. Three cylinders on each plate are filled with the 0.1 ml. 
International Unit per ml. dilution of the International Standard Prepara- 
tion, and three cylinders with the serum sample under test, alternating 
Standard and sample. The plates are incubated for 16 to 18 hours, at 
96°C and the diameter of each zone of inhibition is measured. At the same 
time, a standard curve is prepared using concentrations of 0.03, 0.05, 0.10, 
0.20, 0.30 and 0.40 International Units _ per ml. of the -International 
Standard Preparation in bovine albumin TS. Three plates, are used for the 
determination of each point on the curve making a total of 15 plates. On 
each of three plates, three cylinders are filled with the 0.1 International Unit 
per ml. dilution of the International Standard Preparation and the other 
three are filled with one of the five other diluted solutions of the International 
Standard Preparation. After the plates have been incubated the diameters 
of the zones of inhibition are read. Thus, there will be 45 determinations at 
0.1 International Unit and nine determinations at each of the other points 
on the curve. 


The readings of 0.1 International Unit per ml. concentrations and the 
readings of the point tested for each set of three plates are averaged and also 
all 45 readings of the 0.1 International Unit per ml. concentration. The 
average of the 45 readings of the 0.1 International Unit per ml. concentra- 
tion is the correction point for the curve. The average value obtained for 
each point is corrected to the figure it would be of the 0.1 International 
Unit per ml. readings for that set of three plates were the same as the correc- 
tion point. Thus, if the average of the 45 readings of the 0.1 International 
Unit concentration is 20.0 mm., and the average of 0.1 International Unit 
concentration of a given set of three plates is 19.8 inm. correction is +0.2 
mm. If the average reading of the 0.5 International Unit concentration of 
these same three plates is 17.00 mm., the corrected value, becomes 17.2 
mm. The corrected value, including the average of the 0.1 International 
Unit per ml. concentration. are plotted on 2 cycle semi-logarithmic graph 
paper using the concentration in international units per ml. as the ordinate 
(the logarithmic scale) and the diameter of the zone of inhibition as the 
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abscissa. The standard curve is drawn through these points. To estimate 
the concentration of penicillin in the sample, the zone readings of the Inter- 
national standard and the zone readings of the sample on the plate used are 
averaged. If the sample gives a large average zone size than the average of 
the International Standard the difference between the two averages is added 
to the 0.1 International Unit zone on the standard curve. If the average 
sample value is lower than the standard value, the difference between the 
averages is subtracted from the 0.1 International Unit value on the curve. 
From the curve are read the concentrations of Penicillin in International 
Units per ml. corresponding to these corrected average zone sizes. 


The reagents and solutions refer to the reagents and solutions included 
in the Indian Pharmacopoeia. 


+PART XII-B 
EQUIPMENT AND SUPPLIES REQUIRED FOR A BLOOD RANK 
Blood Donor Room 


A. Equipment : 


The blood donor room shall be air conditioned. 


1. Donor beds or tables : The top of the bed or the table shall be padded 
with heavy felt or foam rubber and shall be covered with a washable plastic 
material. The top of the bed or the table shall be sufficiently wide to give 
Support to the arm of the donor. The table shall also be suitable to the 
requirements besides being comfortable. 


2. Bed side stand. 


3. Shaking apparatus or apparatus for mixing blood by technical staff. 
4. Sphygmomanometer and stethoscope. 
5. Recovery bed of about 50 cm. in height. 


6. Accessory item: Such as blankets, emesis basins, hemostats, donor 
set clamps, spong forceps, dressing jars, solution jars, waste cans and 
adjustable lamps. 

B. Blood collection supplies : 


The blood collection shall be done either by the closed method or by 
the gravity methods. Donor sets with 16 S.W.G. 5 cm needles, donor 
bottles (Pyrogen free), lancets for haemoglobin and pilot tubes shall be 
sterile and ready for being used. The needles shall be piercing needles 
made of stainless steel gauge 11 x 16 cm or 26 cm. length depending upon 
the size of the bottle. When the gravity method is used the outlet needles 
must have a sterile cotton wool filter. 

1. Haemoglobin determination : 

(a) Copper sulphate solution, specific gravity 1.052. 

(b) Sterile lancets. 

(c) Capillary tubing 1.3—1.4 x 65 mm or pasteur pipettes. 

(d) Rubber bulbs for capillary tubings. 

(e) Sahli’s Haemoglobinometer. 


tAdded under Govt. of India, Ministry of Health, F.P.. W.H and U.D. Notifica- 
tion No, F. 1—17/67-D dated 24-6-67. 
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2. Ternperature and pulse determination : 


(a) Clinical thermometers. 
(b) Equipment and material for aseptic cleaning the therometer. 
(c) Watch (fitted with a second hand needle), 


3. Blood collection bottles—375 ml. 

4. Blood collection sets. 

5. Sterile pilot tubes for being attached to the flow bottle. 

6. Hypodermic syringes 2 ml. needle of 26 s. w. g./1.5 cm. 


7. Cotton gauze squares (5 cm X 5 cm), medium cotton balls, 1.25 
cm adhesive tape. 


8. Alcohol (70 per cent), greensoap or liquid soap; Tincture Iodine 
and Injection of Procaine. 


9. Paper napkins or towels. 
C. Canteen equipment : 


Provision for serving refreshments to the donor after phlebotomy may 
also be made so that he may be kept for observation in the blood bank for 
any reactions. 

D. Emergency equipment : 

1. Small Oxygen cylinder with mask, gauge and pressure regulator. 

2. Plasma and/or albumin (Human). 

3. Sterile syringe and needle. 

4. Sterile I. V. Infusion set. 


5. Ampoules of Adrenaline, Injection of Calcium Gluconate, Injec- 
tion of Atropine, Injection of Nikethamide and Injection of Nor-adrenaline, 
‘Distilled water. 


6. Aspirin and Aromatic Water. 
LABORATORY 


A. Equipment : 


1. Refrigerators maintaining a temperature between 4° to 6°C, with 
as little deviation as possible in temperature. 


-2. Alarm system for alerting a person on duty in event of very high 
deviation in temperature or failure of the machine. 


3. Recording thermometer for refrigerator. 

4. Charts and ink for recording thermometer. 

5. Microscope, compound with low and high power objectives. 

6. Centrifuges—Table model for blood grouping and cross matching. 
7. Water baths—one for 37°C and another for 56°C. 


8. Rh viewing box. The surface of viewing glass shall not have ‘hot 
spots’ and its temperature shall not exceed 47°C. 


9. Incubator, bacteriological for control cultures, 
10, Mechanical shakers for serological tests for syphilis. 
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11. Hand lens for observing tests conducted in tubes. 

12. Pipettes, serological, 1.0 ml. graduated in .001, .01, 0.2 ml. 
13. Pipettes, Pasteur. ‘ 

14. Glass slides, glass plates and/or porcelain deep wells or plates. 
15. Test tubes, serological, 13 < 100 mm. 

16. Precipiting tubes 6 mm x 50 mm. 

17. Test tube racks. 

18. 15 cm. applicators and toothpicks. 

19. Interval timer, electric or spring wound. 


20. Equipment and materials for cleaning glassware adequately. 
21. Shipping containers. 


B. Reagents : 


1. Standard Blood grouping sera, Anti-A and Anti-B and Anti-AB, 
all in double quantity and each of a different brand, or if from the same 
suppliers each supply should be of a different lot number. 


2. Rh typing sera. All in double quantity and each of a _ different 


brand or if from the same supplier, each supply should be of a different lot 
number. 


3. Reagents for serological tests for syphilis and positive sera for 
controls. 


4. Anti-human globulin serum (Coombs serum) for confirming cross- 
matches, determining Rh negative blood and performing antibody tests. 


5. Albumin, human or bovine, 30% for tests, requiring high protein 
concentration. 


6. 0.9% saline. 
7. Culture media and tubes. 
8. Wax pencils and labels. 


9. Detergents and other agents for cleaning laboratory glassware. 


GENERAL SUPPLIES 
1. Autoclave. 
2. Temperature recorder (The autoclave should be equipped with a 


temperature recording device which gives a record of temperature and 
length of time for each sterilization). 


TECHNICAL STAFF 


1. A medical graduate having experience in blood bank. 
2. Registered nurse—one 


3. Blood bank technician having experience in blood grouping and 
serology work. 


4, One Assistant. 
5. One Attendant. 


; 
: 
q 
: 
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ACCOMMODATION FOR BLOOD BANK 


Minimum total area should be about 100 square Meters and consisting 
of six rooms, namely :— 


. Registration and medical examination room. 
. Blood Collection room. 

. Room for laboratory. 

. Room for sterilizing and washing. 

. Refreshment room. 

. Room for keeping records and stores. 


Donk WO NM 


LABEL FOR WHOLE BLOOD 


he label on the blood container should contain the following particulars 
namely :— 


1. The serial number of the bottle. 


2. The date on which the blood is drawn, and the date of expiry which 
shall not be more than 21 days from the date on which the blood is drawn. 


3. The ABO group with the corresponding colour. 
CoLouR SCHEME FOR LABEL 


The following colour scheme for labels may be used for different 
groups :— 


Group Colour of Label 
O Blue 
A Yellow 
B fears Pink 
AB White 


4. The Rh group. 


5. The total volume of fluid, the proportion of blood and the formula 
and proportion of anticoagulant. 


6. The contents should not be used if there is any visible evidence of 
deterioration. 


7. Name of Blood Rank. 
°8. Address. 

9. A filter must be used in administration equipment. 
10. Keep continuously at 4° to 6°C. 

11. Cross-match before using. 


Precautionary Measures : 
1. Administer without warming. 
2. Shake gently before using. 
3. Do not add other medication to the blood. 


4. Check blood group on label and recipient’s group, before adminis- 
tration. 
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5. Use a fresh, clean and sterile transfusion set to transfuse the blood. 
6. Do not dispense without prescription. 


NOTE.—The above requirements of Blood Bank are subject to modifi- 
cations at the discretion of the Licensing Authority if he is of 
the opinion that having regard to the extent of the manufac- 
turing operations it is necessary to relax or alter them in the 
circumstances of a particular case. 


*PART XIII—GENERAL 


1. For the purposes of this Schedule, any test or method of testing des- 


cribed in the Indian Pharmacopoeia shall be deemed to be a method approv- 
ed by the Licensing Authority. 


2. The Licensing Authority shall publish in the Official Gazette from 
time to time particulars of any test or method of testing approved by him. 


TSCHEDULE F(1) 
PART I—VaccINEs 


(A) PROVISIONS APPLICABLE TO THE PRODUCTION OF BACTERIAL VACCINES 


1. Definition—(1) This part of the Schedule applies to bacterial 
vaccines made from any micro-organism pathogenic to man or other animal 


and to vaccines made from other micro-organisms which have any antigenic 
value. 


(2) For the purposes of this part of the Schedule, a bacterial vaccine 
means a Sterile suspension of a killed culture of the micro-organism from 
which the vaccine derives its name or a sterile extract or derivative of a 
micro-organism, or a pure suspension of living micro-organisms which have 
been previously made avirulent. 


2. Staff of Establishment.—A competent expert in bacteriology with 
Sufficient experience in the manufacture and standardisation of biological 
products shall be in charge of the establishment responsible for the produc- 
tion of bacterial vaccine and‘he shall be assisted by a staff adequate for 


carrying out the tests required during the preparation and standardisation 
of the vaccines. 


3. Proper Name.—The proper name of any vaccine shall be the name 
of the micro-organism from which it is made followed by the word “Vaccine” 
unless this Schedule otherwise provides or if there is no other special provi- 
sion in this Schedule, some other name as approved by the Licensing Autho- 
rity. Provided that in the case of the undermentioned preparations the 
proper name of the vaccine may be as follows :— 

1. Anthrax Spore Vaccine (Living) 

2. Blackquarter Vaccine. 

3. Enterotoxaemia Vaccine. 


4. Fowl Cholera Vaccine. 


*Renumbered under Government of India Notification No. F. 18-1/46, dated 18-6-48" 


tAdded under Govt. of India, Ministry of Health F.P., W.H, and U.D. Notification 
No. F.1-6/52-D, dated 2-7-1969. 
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_ 5. Haemorrhagic Septicaemia Adjuvant Vaccine, 
6. Haemorrhagic Septicaemia Vaccine (Broth), 


4. Records.—Cultures used in the preparation of. vaccine before oeing 
manipulated into a vaccine, should be thoroughly tested for identity by the 
generally accepted tests applicable to the particular micro-organisms, 


_ The permanent records which the licensee is required to keep shall 
include amongst others, a record of the origin, properties and characteristics 
of the cultures. 


_ 3. Combined Vaccines——Vaccines may be issued either singly or com- 
bined in any proportion in the same container. In the case of combination 
of vaccines, a name for the combined vaccine may be submitted by the 
licensee to the Licensing Authority, and if approved, may be used as the 
proper name of the vaccine. 


6. Preparation.—Bacterial vaccines, simple or polyvalent, are prepared 


from seiected cultures after careful examination for their identity, specificity, 
purity and antigencity. They may be prepared in the following manner :— 


(a) Formal Cultures or Bacterins—The selected pure culture Strain or 
strain are grown in a suitable fluid medium, at an optimum temperature, 
for an appropriate period. The pure growth is then exposed to the action 
of solution of Formaldehyde I.P. in suitable concentration and temperature. 
The product is finally filled in suitable sterilised containers which are subse- 
quently sealed. 


(b) Vaccine of Bacterial Products or Bacterial Derivatives—These 
vaccines are prepared by growing the organisms on suitable media and then 
deriving specific antigenic constituents of the bacteria by various special 
methods. 


(c) Living Bacterial Vaccines—They are prepared from non-patho- 
genic but fully immunogenic strains of micro-organism. Strict aseptic pre- 
cautions are taken throughout the preparation against the introduction of 
microbial contaminants. 


7. General Standards :— 


(a) Description—Bacterial vaccines are colourless to yellowish brown 
liquids containing dead or viable bacteria in homogenous suspension. 


(b) Identification—All types of vaccines confer active immunity in the 
susceptible animals which can be demonstrated by injecting suitable experi- 
mental animals with the calculated doses of the product and _ subsequently 
determining the presence of the protective antibodies in their serum and/or 
by challenging the vaccinated animals by injecting virulent strain of the 
homologous organisms. The protected animals should survive the 
challenge. 


(c) Test for Sterility—All bacterial vaccines shall be tested for sterility 
in accordance with the provision of Rules 115 to 119 (both inclusive). If 
the vaccine contains added bactericide or bacteriostatic, a quantity of 
medium sufficient to render the growth inhibitor ineffective is added to the 
sample, or a suitable substance is added to the sample, or a suitable subs- 
tance is added in concentration sufficient to render the growth inhibitor in- 
effective but not itself to inhibit the growth of micro-organism. 
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(d) Purity Tests for Living Bacterial Vaccine—Petri-dishes containing 
suitable media are streaked with the final product and incubated at 37°C for 
72 hours. ‘The vaccine passes the test if no growth of | micro-organisms 
other than those from which the vaccine was prepared is observed. Other 
tests include examination for motility of the organisms, fermentation reac- 
tions and thermoagglutination test and dye-inhibitor tests in case of bruceliza 
vaccine. 


(e) Safety Test—The safety of the vaccine shall be assessed by inject- 
ing it in appropriate dose in suitable susceptible animals. No animal should 
show any untoward, general: or local reaction, within seven days after 
inoculation. 


({) Potency Test—Wherever applicable, susceptible experimental 
animals are inoculated with the calculated doses of the final product. The 
animals are challenged, after the period of immunisation, with virulent 
infective dose of the homologous culture along with the controls. The 
potency of the vaccine is assessed by the survival of the vaccinated animals 
and the death of the controls. 

8. Labelling :— ; 

(a) The label on the ampoule or the bottle shall indicate : 
(i) Proper name. 
(ii) Contents in millilitres or doses. 
(iii) Potency, if any. 
(iv) Batch number. 
(v) Expiry date. 
(b) The label on the outside container shall indicate : 
(i) Proper name. 
(ii) Contents in millilitres or doses. 
(iii) Batch number. 
(iv) Date of manufacture. 
(v) Manufacturing licence No. 
(vi) Manufacturer’s name and address. 
(vii) “For animal treatment only”. 
(viii) Storage conditions. 


9. Storage.—Bacterial vaccines shall be stored, protected from light at 
temperature between 2°C to 4’C and shall not be frozen. 


10. Date of Manufacture-—The date of manufacture shall be, unless 
otherwise specified in the individual monograph in this Part, as defined in 
clause (b) of sub-rule (3) of rule 109. 


Anthrax Spore Vaccine (Living) 


1, Synonyms.—Avirulent Anthrax Spore Vaccine or Bacillus Anthracis 
Vaccine (Living). 

2. Definition—The vaccine is a suspension of living spores of an un- 
capsulated avirulent strain of B. anthracis in 50 per cent glycerine saline. 
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3. Preparation.—Avirulent B. anthracis of Known antigenicity is grown 
on suitable medium at pH. 7.4 in Roux flasks, After 72 hours incubation 
at 37°C, the pure sporulated culture growth which shows 70 to 80 per cent 
sporulation is washed with normal saline and glycerinated to the extent of 
SO per cent by weight of the culture Washing and the whole suspension is 
Kept at room temperature for twentyone days to allow for the stabilization 


of the spores. 
4. Standard :— 


(a) Description—It is slightly opalescent or pale brown 
liquid. 


se¢mi-viscous 


(b) Identification—Uncapsulated B. anthracis which is avirulent can be 
isolated from the vaccine. 


(c) Sterility test—Should comply with the test for sterility described in 
the general monograph on “Bacterial Vaccine”. 


(d) Purity Test—Complies with the “Purity Tests for Living Bacterial 
Vaccine” described under the general monograph on “Bacterial Vaccines.” 


(e) Safety Test—Four healthy adult guinea-pigs each weighing 300- 
450 g. not previously treated with any material which will interfere with the 
test are inoculated subcutaneously, two with 0.2 ml. each and two with 
0.5 ml. each of the unglycerinated Suspension respectively. Four more 
guinea-pigs are injected with 1:5 dilution of the glycerinated product in 
the same manner. No untoward reaction should be observed and none of 


oe animals should die of anthrax during the period of observation for seven 
ays. : 


(f) Safety and Potency Test in sheep and goat—Spore count of the 
giycerinated suspension is made after twentyone days from the date of 


glycerination. Three plates for each of the three dilution 10-5, 10-8, and 
10-7 are made. 


Eight sheep and eight goats each weighing not less than 18 kg. are 
injected subcutaneously in the following manner :— 


two sheep : Each subcutaneously with 10 ml. of the stock suspension 
(for safety). : 


two goats: Each subcutaneously with 5 ml. of the stock suspension 
(for safety). . 


six sheep : Each subcutaneously with one million spores suspended in 
50 per cent glycerine saline solution. 


six goats: Each subcutaneously with one million Spores suspended in 
50 per cent glycerine saline solution. 


None of these animals should die of anthrax. Twenty one days after 
vaccination, the animals are challenged with 100 lethal doses of virulent 
B. anthracis spores along with two healthy sheep and two goats as 
controls, 


All the controls should die of anthrax within 72 hours after challenge 
and at least 66 per cent of the vaccinated animals should survive. 
The animals shall be observed for a minimum of ten days from the date 
of challenge. 
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(g) Viable Count—The vaccine when plated on suitable media should 
show 1.5 million B. anthracis organisms per ml. at the time of bottling, but 


not less than one million at any time before issue. | 

5. Labelling and Storage—Should comply with the requirements for 
“Labellng” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. 

6. Expiry Date.—The date of expiry of the potency of the vaccine 
shall be not more than six months from the date of manufacture. The stock 
suspension can however be stored for two years. 


Blackquarter Vaccine 
1. Synonym—Blackleg vaccine or Quarter Evil Vaccine. 


2. Definition—Blackquarter Vaccine is a culture of Clostridium chauvoei 
grown in a suitable anaerobic fluid medium and rendered sterile and toxic 
by the addition of Solution of Formaldehyde I. P. in such a manner that it 
retains its immunising properties. 

3. Preparation—Cultures of Cl. Chauvoei are grown in a suitable anaero- 


bic fluid medium and killed by the addition of a suitable concentration of 
Solution f Formaldehyde I.P. The final product shall be adjusted to 


pH. 7.0. 
4. Standards :— 
(a) Description—lt is a yellowish brown liquid containing dead 


bacteria in suspension. 
(b) Identification—lt protects susceptible animals against infecticn 


with Cl. chauvoel. 

(c) Sterility Test—Should comply with the test for sterility described 
in the general monograph on “Bacterial Vaccine”. 

(d) Safety and Potency Tests—At least six adult healthy guinea-pigs 
each weighing 300 g to 450 g are injected subcutaneously each with 3 ml. 
of the product followed a week later by a second injection with the same 
dose. They should not show any systemic reaction but may show only 
a minimum of local reaction. Fourteen days after the second injection 
Six of the vaccinated guinea-pigs are challenged intramuscularly with 25 
viable spores of Cl. Chauvoei equivalent to 5 c.h.d. along with 0.2 ml. of 
a 5 per cent solution of calcium chloride. Two controls are used. The 
controls should die of the specific injection and at least 4 of the six vacci- 
nated animals should survive before the product is passed for issue. 

Si Labelling and Storage—Should comply with the requirements of 
“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines.” 

6. Expiry Date—The date of expiry of the potency of the vacci 
not be more than twenty-four months from the date of see ey = 

Brucella Abortus (Strain 19 Vaccine) (Living) 


1. Synonym.—Contagious Abortion Vaccine, (Strain 19) (Living). 
in iT ats, src. ee (Strain 19) Vaccine (Living) is a 
suspension of a pure smoot iving culture of Br. i 
in normal saline solution. ; ry abortus Of Baw virulence 


a 
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3. Preparation—Forty eight to seventy-two hour old growth of Br. abortus 
(Strain 19) on potato agar medium in Roux flasks washed with buffered 
normal saline solution pH 6.4 and the pure growth from the flasks are pooled 
together, 0.5 ml. of the pooled product is mixed with 4.5 ml. of normal 
Saline solution at pH 6.4 in graduated centrifuge tube and centrifuged at 


3000 r.p.m. for one hour. The percentage of cell deposit is assessed by 
reading the amount of cell deposit obtained. 


The concentrated suspension is then diluted with buffer normal saline 


solution so that the final product contains 0.72 per cent bacterial cell 
deposit. 


4. Standard : 


(a) Description—It is an almost white turbid liquid containing live 
bacteria in suspension. 


(b) Identification—It consists of Gram-negative bacilli capable of 
protecting susceptible animals against Brucellosis. 


(c) Sterility Test—Should comply with the test for sterility described 
in the general monograph on “Bacterial Vaccine.” 


(d) Purity Test—A smear of the finished products is examined micro- 
scopicaly after staining by Gram’s method for evidence of any contamina- 
tion. When grown on suitable media, Br. abortus should be obtained in a 
pure state. 


(e) Safety Test—Two healthy guinea-pigs each weighing 300 g to 
450 g. are inoculated subcutaneously each with 1.0 ml. of the final product. 
The guinea-pigs should not show excessive reaction of a toxic nature during 
the period of observation of ten days. 


(f) Potency Test—Each of a group of four healthy guinea-pigs, drawn 
from a uniform stock and each weighing 300 g. to 450 g. is injected intra- 
muscularly with 1 ml. of the vaccine, and is challenged nine weeks after 
vaccination by the intramuscular injection of 1 ml. of a suspension contain- 
ing 5,000 fully virulent Br. abortus organisms. Each of a group of two 
unvaccinated guinea-pigs is similarly injected. After a further six weeks, 
the guinea-pigs are killed and cultures are made from their spleens. More 
than half of the vaccinated guinea-pigs contain no demonstrable Br. abortus 
in the spleen; all the controls are infected. 


(g) Viable Count—The vaccine when plated on suitable media should 
show between 14,000 million and 18,000 million Br. abortus organisms 
per ml. At least 80 per cent of the brucella organisms should be in the 
smooth phase. 


5. Labelling and storage—Should comply with the requirements of 
“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. The liquid vaccine shall be issued fresh as far as 
possible without allowing any period of storage after manufacture, 


6. Expiry Date—The date of expiry of the vaccine shall be not more 
than five weeks from the date of manufacture. 
Enterotoxaemia Vaccine . 
1. Synonyms—Clostridium Welchii, Type D, Formal Culture : Pulpy 
Kidney Vaccine. 
21—817DGHS/77 
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yen Definition—Enterotoxaemia Vaccine is a culture of a highly toxigenic 
strain of Clostridium type D, group is an anaerobic medium rendered sterile 
and toxic by the addition of Solution of Formaldehyde, LP. in such a 


manner that it retains its immunising properties. 


3. Preparation—Selected toxigenic strain of Cl. Welchii type D, 1s 
grown in a liquid medium under conditions which ensure maximum epsilon 
toxin production. The culture is checked for purity and toxicity as tested 
in mice. Solution of Formaldehyde I. P. is added in suitable concentration 
and the formolised culture, is kept at 37°C till the production is sterile and 


non-toxic. 


4. Standard— 

(a) Description—It is a yellowish brown liquid containing dead bacteria 
in suspension. : 

(b) Identification—When injected into susceptible animals it stimulates 
the production of epsilon antitoxin of Cl. welchii, type D. 

(c) Sterility T est—Complies with the test for sterility described in the 
general monograph on ‘Bacterial Vaccines’. 


(d) Safety and Potency Tests—At least eight sheep each weighing not 
less than 18 kg. or twelve rabbits each weighing 1 kg. to 1.5 kg. are used 
for testing the safety and potency of each brew of the vaccine. Two sheep 
receive subcutaneously 10 ml. each and the other six sheep receive each 
2.5 ml. of the product subcutaneously. The rabbits are given subcuta- 
neously a dose of 5 mi. each. The sheep and rabbits are observed for five 
days. They should show only a minimum local reaction and no systemic 


reatcion. 


’ The sheep receiving 10 ml. are withdrawn from experiments after five 
days. Each of the other six sheep is inoculated with a second dose of 2.5 
mi. fourteen days after the first injection. The rabbits are inoculated with 
5 ml. as a second dose, after one month of the first inoculation. The day 
after the second inoculation the sera of sheep or rabbits are pooled sepa- 
rately. The pooled scrum of each group of animal shall contain in each ml. 
not less than two international units of Cl, welchii epsilon antitoxin which is 
determined by testing on mice as follows :— 


One ml of the pooled serum is mixed with one ml. of the epsilon toxin 
ot Cl. welchii type D, containing 300 mouse-minimum-lethal-doses (mouse 
mjd.) and kept at room temperature for half an hour. At least two mice 
each weighing ‘not less than 18 g. are each given intravenously 0.2 ml. of 
the mixture. As control two mice each weighing not less than 18 g. should 
each receive 0.2 ml. of the toxin containing 300 mouse m.l.d. per ml. diluted 
with equal volume of normal saline. The control mice should die within 
1 to 2 hours while the mice receiving the mixture of serum and toxin should 
survive for at least two days. Sera containing one International Unit of 
epsilon antitoxin per ml. will be able to neutralise 150 mouse mld. of 
epsilon toxin of Cl. Welchii, type D. 

5, Labelling and Storage—Should comply with the requirements regard- 
ing “Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. 


6. Expiry Date—The expiry date of potency of the vaccine shall be not 
more than twelve months from the date of manufacture. 


ee 
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Fowl Cholera Vaccine (Polyvalent) 
1. Synonym—Pasteurella Septica Vaccihe (Avian). 


ys Definition—Fowl Cholera Vaccine is a formolised pure broth 
Culture of virulent strains of Pasteurella Septica (Avian). 


 F Preparation—The strains are grown separately in nutrient broth for 
48 hours at 37°C. The Pure growth is killed by the addition of a Solution 
of Formaldehyde I, P. in a Suitable conceitration. The cultures are then 


mixed in equal proportions and the final vaccine is bottled in suitable con- 
tainers. 


4. Standard— 


(a) Description—It is a light yellow liquid containing dead bacteria in 
suspension. 


(b) Identification—It protects susceptible birds against P. aviseptica 
infection. 


(c) Sterility test—Complies with the test for “Sterility” described under 
the general monograph on “Bacterial Vaccines”. 


(d) Safety Test—Two healthy young fowls each weighing not less than 
400 g. or twelve healthy mice are inoculated subcutaneously each with 1 ml. 
of the final product. The birds should not show any untoward reaction 
during the period of observation for seven days. 


5. Labelling and Storage—Should compiy with the requirements of 
“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”, 


6. Expiry Date—The date of expiry of potency of the Vaccine shall be 
not more than six months from the date of manufacture. 


Hemorrhagic Septicaemia Adjuvant Vaccine 
1. Synonym—Pasteurella Septica Adjuvant Vaccine. 


2. Definition—The vaccine is a homogenous suspension of formolised 
agar-washed Pasteurella septica with liquid paraffin and lanolin. 


3. Preparation—Pure growth of a highly antigenic strain of P. Septica 
in phase 1 grown on nutrient agar medium containing 0.5 per cent yeast 
_ €Xtract is washed with 0.5 per cent formol saline. The pooled suspension 
is diluted with normal saline to contain approximately 2100 million < 
Septica organisms per ml. The Safety test of this adjusted suspension is 
conducted on four white mice each weighing not less than 18 g. and observ- 
ed for three days before it is mixed with liquid paraffin and ‘lanolin in 
suitable proportion. 


The mixture is blended until a homogenous emulsion is obtained which 
is filled in suitable containers. 


4. Standard— 
(a) Description—It is a white thick oily liquid containing dead 
bacteria in suspension. 


(b) Identification—It protects susceptible animals against infection with 
P. Septica. 
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(c) Sterility Test—It complies with the test for “Sterility” described in 
the general monograph on “Bacterial Vaccines”. 

(d) Safety Test—Six white mice each weighing not less than 18 g. are 
inoculated intraperitoneally each with 0.5 ml. of the vaccine. None of the 
mice should die of pasteurellosis during the observation period for seven 
days. . 

(e) Potency T est—Three susceptible calves in good condition between 
the ages of nine months to three years are injected intramuscularly, each 
with 2 mi. of the vaccine, in the case of animals weighing upto 140 kg. and 
3 ml. for heavier ones. 

Three weeks later these animals along with two healthy animals of the 
same type and species are challenged subcutaneously with 18 hours old 
broth culture of P. Septica*equivalent to at least 50 million mouse minimum 


infective dose. Both the controls should die of pasteurellosis and at least 
two out of the three protected animals should survive the chailenge dose 


for a period of.seven days. _ 

5. Labelling and storage—Should comply with the requirements for 
“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. | 


6. Expiry Date—The date of expiry of potency of the vaccine shall be 
not more than twelve months from the date of manufacture. 


Haemorrhagic Septicaemia Vaccine (Broth) 


1. Synonym—Pasteurella Septica Vaccine (Broth). 

2. Definition—Haemorrhagic Septicaemia Vaccine is formolised culture 
of a virulent strain of Pasteurella septica in nutrient broth. 

3. Preparation—P. Septica culture is grown in nutrient broth at 37°C. 
The pure growth is killed by the addition of a solution of Formaldehyde I.P. 
in 2 suitable concentration. 


4, Standard— 

(a) Description—It is a pale yellow liquid containing dead bacteria 
in suspension. 

(b) Identification—It protects susceptible animals against infection 
with P. Septica. 

(c) Sterility Test—Complies with the test for “Sterility” described 
under the general monograph on “Bacterial Vaccines”. 

(d) Safety Test—Four healthy rabbits each weighing 1 kg. to 1.5 kg. 
are inoculated subcutaneously each with 5 ml. of the product. There should 
be no untoward reaction during the period of observation for seven days. 
Alternately two rabbits and six mice may be employed. The dose for mice 
will be 0.5 ml. 

5. Labelling and Storage—Should comply with the requirements of 
“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. 

6. Expiry Date—The date of expiry of potency of the vaccine shall be 
not more than six months from the date of manufacture. 


a. 
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Salmonella Abortus Equi Vaccine 
1. Synonym—Equine Abortion Vaccine. 


2. Definition—Equine Abortion Vaccine is a mixture of equal parts of 
pure formolised cultures of smooth laboratory strains of Salmonella abortus 
equi. 


3. Preparation—The sttains are grown separately on plain agar in 
Roux flasks, for 24-28 hours at 37°C. The pure growth is washed with 
normal saline solution and the washings are pooled together. The suspen- 


sion is standardised to contain approximately 600 million Sal. abortus equi 


organisms per ml. using normal saline solution as diluent. The culture 1s 
killed by the addition of sufficient quantity of solution of Formaldehyde I.P. 
in a suitable concentration and the product is kept at 37°C for seven days. 
Potassium alum is added “to give a final concentration of 1 per cent. 


4, Siaateed— 


(a) Description—It is an opalescent liquid containing dead bacteria in 
suspension. - 

(b) Identification—It protects susceptible animals against infection with 
Sal. abortus equi. 3 

(c) Sterility Test—Complies with the test for sterility described in the 
general monograph on “Bacterial Vaccines”. . 

(d) Safety Test—Six white mice each weighing not less than 18 g. are 
inoculated intraperitoneally each with 0.5 ml. of the product. None of the 
mice should die of salmonellosis. The mice are observed for ninety-six 
hours. 

5. Labelling and Storage—Should comply with the requirements for 
“T_abelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. | 


6. Expiry Date—The date of expiry of potency of the vaccine shall be 
not more than six months from the date of manufacture. 


Streptococcus Equi Vaccine 


1. Synonym—Strangles Vaccine. 


2. Definition—Streptococcus equi Vaccine is a phenolised culture of a 
number of different isolates of Streptococcus equi in glucose serum broth. 


3. Preparation—Equal proportions of forty-eight hours old pure cultures 
of different isolates of Str. equi in serum glucose both are mixed together. 
The suspension is centrifuged and the deposit is washed with normal saline 
solution after removing the supernatant. The washed cells are suspended 
‘n normal saline and heated in a water bath 65°C for two hours. Phenol 
and normal saline are added to give a final concentration of 1200 million 


Str. equi organisms per ml. and 0.5 per cent of phenol in the vaccine. 


4. Standard— 

(a) Description—It is a slightly opalescent liquid containing dead 
bacteria in suspension. 

(b) Identification—It protects susceptible animals against infection 
with Str. Equi. 
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(c) Sterility Test—Complies with the test for “Sterility” described in 


the general monograph on “Bacterial Vaccine”. The nutrient broth being 
replaced by glucose broth. 


(d) Safety Test—Two ponies and two rabbits (each | weighing not less 
than 1 kg.) are inoculated each with 10 ml. and 2 ml. respectively of the 


final product. The animals should not show any untoward reaction during 
the period of observation of seven days. 


5. Labelling and Storage—Should comply with the requirements for 


“Labelling” and “Storage” as laid down in the general monograph on 
“Bacterial Vaccines”. 


6. Expiry Date—The date of expiry of potency of the vaccine shall be 
not more than six months from the date of manufacture. 
”- 


Old Adjuvant Vaccine against Pasteurellosis in Sheep and Goats 


1. Synonym—Pasteurella Septica Adjuvant Vaccine for ovines and 
Caprines. 


2. Definition—The vaccine is a homogenous suspension of formolised 


agarwashed Pasteurella septica of ovine origin with liquid paraffin and 
lanolin. 


3. Preparation—Pure growth of highly antigenic strains (R1, R2, R4) 
in phase I grown separately on nutrient agar medium containing 0.5 per cent 
yeast extract is washed with 0.5 per cent Normal saline. Equal quantities 
of the suspension of three strains diluted with Normal saline to contain 
approximately 2100 million organisms per ml. is pooled together. The 
safety test of this adjusted pooled suspension is conducted in for white mice 
each weighing not less than 18 g. and observed for three days before it is 
mixed with liquid paraffin and lanolin in suitable proportion. 


The mixture is blended until a homogenous emulsion is obtained which 
is filled in suitable containers. 


4. Standards— 


(a) Description—lIt is a white thick oily liquid containing dead bacteria 
in suspension. 


(b) Identification—It protects susceptible animals against infection 
with P. Septica. 


(c) Sterility Test—Complies with the test for “Sterility” described in 
the general monograph on “Bacterial Vaccines”. 


(d) Safety Test—Six white mice each weighing not less than 18 g. are 
inoculated intra-peritoneally each with 0.5 ml. of the vaccine. None of the 


mice should die of Pasteurellosis during the observation period of seven 
days. 


The vaccine is also inoculated into six sheep and six goats in a dose of 
3 ml. each intramuscularly and are observed for a period of seven days. 
During this period none should die of Pasteurellosis. 


(e) Potency Test—Not being done at present. 


5. Labelling and Storage—Should comply with the requirements regard- 
ing “Labelling and Storage” as laid down in the general monograph on 
“Bacterial Vaccines”, 
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6. Expiry Date—The expiry date of Potency of the Vaccine shall be not 
more than twelve months from the date of manufacture. 


(B) PROVISIONS APPLICABLE TO THE PRODUCTION OF VIRAL VACCINES 


1. Definition—(i) This part of the Schedule applies to viral vaccines 
live or inactivated made from any virus pathogenic to domestic animals and 
poultry and made from other modified viruses which have any antigenic 
value. 


(ii) For the purpose of this part of the Schedule, a virus vaccine means, 
a sterile suspension or a freeze dried powder containing the modified living 
or inactivated virus particles, which in its original unaltered stage, causes 
disease from which the vaccine derives its name and which has been pre- 
pared from the blood or tissues of a suitable host in which it has been grown 
in vivo or from tissue culture. 


2. Staff of Establishment—The establishment in which viral Vaccines, 
are prepared, must be under the direction and control of an expert in bacte- 
riclogy with specialised training in virology and sufficient experience in the 
production of viral vaccines, and he shall be assisted by a staff adequate for 
carrying out the tests required during the preparation and standardisation 
of the vaccines. 


3. Proper Name—The proper name of any viral vaccine shall be the 
name of the disease which is caused by the particular virus from which the 
vaccine is produced followed by the word “Vaccine” unless the Schedule 
otherwise provides, if there is no special provision in the Schedule such other 
name as is approved by the Licensing Authority. Provided that in the case 
of o undermentioned perparations the proper name of the vaccine shall be 
as follows :— 


(i) Fowl Pox Vaccines, Chick Embryo Virus (Living) 
(ii) Fowl Pox Vaccine, Pigeon Pox Virus (Living) 
(iii) Horse Sickness Vaccine (Living) _ 
(iv) Ranikhet Disease Vaccine (Living) 
(v) Ranikhet Disease Vaccine F Strain (Living) 
(vi) Rinderpest Goat Adapted Tissue Vaccine (Living) 
(vii) Rinderpest Lapinised Vaccine (Living) 
(viii) Rinderpest Lapinised Avianised Vaccine (Living) 
(ix) Sheep and Goat Pox Vaccine (Living) 
(x) Swine fever vaccine (crystal violet) 
(xi) Swine fever vaccine lapinised (Living). 
4, Records—Viruses used in the preparation of vaccine must before 
being used for preparing a batch be thoroughly tested for purity, safety, 


sterility and antigenicity by the generally accepted tests applicable to the 
particular virus. The permanent records which the licensee is required to 


keep shall include a record of the origin, properties and characteristics of 
the seed virus from which the vaccines are made, 


5. Tests—Viral vaccine shall be tested for sterility, safety and potency 
on suitable test animals and for viability in the case of live vaccines. 
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(a) Sterility Test—All vaccines shall be tested for sterility in accor- 
dance with rules 115 to 119. If the vaccine contains added bactericides or 
bacteriostatic, a quantity of medium sufficient to render the growth inhibitor 
ineffective is added to the sample or a suitable substance is added in a con- 
centration sufficient to render the growth inhibitor ineffective but not itself 
to inhibit the growth of microorganisms. 


(b) Safety Test—Suitable laboratory animals or large animals or birds 
may be employed to test the vaccine for safety. Details of safety test are 
given in the individual monograph. 


(c) Patency Test—All virus vaccines for which potency test has been 
prescribed shall be tested for potency and only those which pass the potency 


test shall be issued. Details of the potency test are given in the individual 
monograph. 


6. Storage—tLive viral vaccines shall be stored, protected from light at 


sub-zero temperature as required. Other viral vaccines shall be stored at 
2°C to 4°C but shall not be frozen. 


7. Condition of housing of animals—(i) The animals used in the pro- 
duction of vaccine must be housed in hygienic conditions in premises satis- 
factory for this purpose. : 


(ii) Only healthy animals may be used in the production of vaccine. 
Each animal intended to be used as a source of vaccine must, before being 
passed for the production of vaccine be subjected to a period of observation 
in quarantine for at least seven days. During the period of quarantine the 
animal must remain free from any sign of disease and must be well kept. 


8. Labelling—The provisions of “Labelling” as laid down for Bacterial 
Vaccines shall also apply to Viral Vaccines. ‘The following additional 
information shall also be included on the label of the outside container. 


~ (i) The name and percentage of bacteriostatic agent contained in 
the vaccine. 


(ii) If the vaccine as issued for sale contains any substance other 
than the diluent, the nature and strength of such substance. 


9. Date of Manufacture—For the purpose of this part of the Schedule. 
the date of manufacture shall be what is given unless otherwise stated in the 


individual monograph, as defined in sub-clause (b) of sub-rule (3) of rule 
109. 


Fowl Pox Vaccine Chick’ Embryo Virus (Living) 


1. Synonym—Egg adapted Fowl Pox Vaccine (Living). 


2. Definition—Fowl-pox vaccine, Chick-Embryo Virus (Living) is a 
suspension of a modified living virus (e.g. Mukteswar Strain) prepared from 
the cherioallantoic membrane (CAM) of the infected embryo and is either 
freeze dried or is issued as glycerinated liquid vaccine. 


3. Preparation—Active chick-embryos obtained from Salmonella pullo- 
rum free flock, are used. Twelve to thirteen day old embryos are injected 
membrane (stock seed virus). The suspension of the stock virus is 
droped on the CAM. A fter an incubation at 37°C for a suitable period 
membranes showing discreate or confluent lesions (pocks) are harvested. 
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These are homogenised with adequate quantity of antibiotics (penicillin 
and streptomycin) ampouled in 0.5 ml. quantities and freeze dried. 


4. Standard— 


(a) Description—Light mauve coloured scales. 


(b) Identification—When reconstituted vaccine is applied to scarified 
area of the skin of a fowl it produces characteristic lesions of fowl pox. This 
product should afford protection against fowl pox. 


(c) Moisture Content—Moisture Content in the finished product should 
not exceed 1.0 per cent. 


(d) Safety Test—For testing each batch of fowl pox vaccine twelve 
healthy cockerels, or other suitable young chicken each weighing not less 
than 400 g. from the same source are taken. This group of twelve birds is 
immunized at least twenty one days previous to the test, with fowl pox 
vaccine. The vaccine under test is reconstituted in 5 ml. of 50 per cent 
glycerine saline and administered to fowls as follows :— 


Three of the test birds are injected subcutaneously with 0.8 ml. or 10 


times the field doses of the vaccine under test. This group serves to indi- 
cate whether the product is free from other viruses and bacteria causing 
septicaemia or not. 


Three of the test birds are injected intratrecheally with 0.3 ml. or 10 
times the field dose of vaccine under test. This group serves to indicate 
whether the product is free from the virus of infectious laryngotracheitis and 
similar diseases. Beg 


Three of the test birds are injected intranasally with 0.2 ml. of the 
vaccine under test. This group serves to indicate whether the product is 
free from the virus of Coryzai and similar disease. 


The three remaining birds serve as controls. They are isolated and 
kept under observation for twenty-one days. The birds that succumb 
during the period of twenty-one days are subjected to a careful postmortem 
examination. The product is withheld from issue until the vaccine and the 
test birds are shown to be free from the causative agents of any extraneous 
disease. 

(e) Sterility test—Complies with the tests for sterility as described 
under the general monograph on “viral vaccines”. 


(f) Potency Test—For testing of potency three unsusceptible birds each 
weighing not less than 400 g. are vaccinated using the field dose by the 
stick method and examined for “takes”. Three weeks after vaccination 
these birds along with two unvaccinated controls are exposed to challenged 
virus and observed for fourteen days. The vaccinated birds should not 
manifest any reaction, while the controls should show active “takes”. 


5. Labelling—Should comply with the requirement for “Labelling” as 
laid down in the general monograph on “Viral Vaccines”. 


6. Storage and Expiry date—Freeze dried vaccine shall be expected to 
retain its potency for periods at temperatures as specified below :— 


—15°C to —20°C—Twenty four months 
2°C to 4°C—Twelve months. 
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Room temperature upto one month. 


The liquid vaccine shall be expected to retain its potency for periods 
and temperatures as specified below :— 


2°C to 4°C—six months 
Room temperature—seven days 


Fowl-Pox Vaccine Pigeon Pox Virus (Living) 


1. Synonym—Fowl Pox Vaccine (pigeon pox scab). 


_ 2, Definition—Fowl vaccine, pigeon-pox virus (living) consists of 
pigeon pox virus in scabs collected from artifically infected pigeons and 
ried. 


3. Preparation—Healthy pigeons are scarified on the legs and breast, 
with a suitable dilution of the suspension of pigeon-pox virus. The pigeons 
reacting satisfactorily and showing good takes are selected and the superfi- 
cial skin layer scraped by means of sharp scalpel. The material so collected 
is freed from feathers, homogenised and dried or freeze dried. The dried 
pulp is powdered, sieved and ampouled in 0.3 g. quantities and sealed. 


4..Standard— 
(a) Description—Light cream coloured powder. 


(b) Identification—When applied to feather follicles by vigorous rub- 
bing, it produces mild reaction in fowls. The product should afford pro- 
tection to fowls upto six weeks against fowl pox. 


(c) Safety Test—For testing a batch of vaccine, twelve healthy cocke- 
rels, or other suitable young chicken from the same source are made avail- 
able at the same time. This group of twelve birds is immunised at least 
twenty-one days previous to the test with fowl pox vaccine. ‘The vaccine 
under test is reconstituted in 10 ml. of 50 per cent glycerine saline and 
administered to fowls as follows :— 


Three of the test birds are injected subcutaneously with 0.3 ml. or 10 
times the field dose of the vaccine to be tested. This group serves to indi- 
cate whether the product is free from organisms of septicaemia diseases. 


Three of the test birds are injected intranasally with 0.2 ml. of the 
vaccine to be tested. This group serves to indicate whether the product is 
free from virus of Coryza and similar diseases. 


The three remaining birds serve as controls. All the birds under test 
are isolated and held under observation for twenty-one days. All those 
that succumb are subjected to careful post-mortem examination. The pro- 
duct is withheld from issue until the vaccine and test birds are shown to be 
free from the causative agents of any extraneous diseases. 


(d) Sterility Test—Complies with the tests for sterility described, under 
the general monograph on “Viral Vaccines”. 


(ce) Potency Test—For testing the potency of a batch of vaccines three 
susceptible birds each weighing not less than 400 g. are vaccinated using the 
field dose by the follicular method and examined for ‘takes’. Three weeks 
after vaccination these birds and two healthy susceptible controls are expos- 
ed to challenge virus and are observed for fourteen days. The vaccinated 
birds shall manifest no reaction, while the controls must have active 
“takes”. 
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: 5. Storage and Labelling—Should comply with the requirements of 
Labelling’ as laid down in the general monograph on ‘Viral Vaccines’. 


6. Expiry date—The vaccine shall be expected to retain its potency for 
periods at temperatures as specified below :— 


—-15°C to —20°C—two years 
2°C to 4°C—twelve months 


Room temperature—Upto one month. 
Fowl Pox Vaccine—Pigeon Pox—Chick Embryos Virus (Living) 


1. Synonym—Chick embryo adapted pigeon pox vaccine (Living). 


2. Definition—-Fowl pox vaccine (Pigeon Pox virus) chick embryo 
adapted virus (living) is a suspension of a modified living virus prepared 
frem the chorioallantoic membranes of the infected embryos and is freeze 
dried. 


3. Preparation—Active chick embryos obtained from Salmonella Pullo- 
rum free stock are used. Twelve to thirteen days old embryos are injected 
with a suitable dilution of the suspension of the infected membrane (stock 
seed virus) of chick embryo adapted pigeon pox virus. The suspension of 
the stock seed virus is dropped on the membrane. The inoculated eggs are 
incubated at 37°C for four days. One of the fourth day embroys that are 
living, are removed to a refrigerator for chilling for about one hour. Mem- 
branes showing discrete lesions (Pocks) are harvested. These are hoino- 
genised with adequate quantities of antibiotics, ampouled in 0.5 ml. quanti- 
ties and freeze dried. ) 


4. Standards— 


(a) Description—Light mauve coloured scales. 


(b) Identification—When reconstituted vaccine is applied to  scarified 
area of the skin of a fowl, it produces characteristic lesions of Fowl Pox. 
This product should afford protection against pox. 


(c) Moisture content—Moisture content in the finished product should 
not exceed 1.0 per cent. 


(d) Safety test—For testing each batch chicks aged four to six weeks 
from the same source are taken. This groups of twelve birds is immunised 
at least twenty-one days previous to the last, with fowl-pox vaccine. The 
vaccine under test is reconstituted in 3 ml. of normal saline solution and 
adininistered as under :— 


Three of the test chicks are injected subcutaneously with 0.3 ml. or 10 
times the field dose of the vaccine under test. This-group serves to indicate 
whether the product is free from other viruses and bacteria causing of septi- 
cacmia or not. 


Three of the test chicks are injected intra-traceally with 0.3 ml. or 
ten times the field dose. This group serves to indicate whether the product 
is free from the viruses of infections laryngeotracheiti and similar diseases. 


Three of the test chicks are injected with 0.2 ml. 1/N_ of the vaccine 
under test. This group serves to indicate whether the product is free from 
the virus of coryza and similar diseases. 


™ 
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For remaining three chicks serve as controls. They are isolated and 
kept under observation for twenty-one days. The birds that succumb 
Guring the period of observation are subjected to careful post-mortem 
examination The product is withheld from issue until the vaccine and the 
test birds are shown to be free from the causative agents of any extraneous 
disease. 


In addition to the above, similar groups of pigeons aged six to nine 
months old are also injected in a similar way to eliminate psittacosis. 


(e) Sterility Test—Should comply with the tests for sterility described 
under the general monograph on ‘Viral Vaccine’. 


({) Potency test—For testing potency of a batch of vaccine three sus- 
ceptible chicks of three to four weeks of age are vaccinated by feather 
forthicle method, (a few forthicles on one leg are injected) and these are 
examined for ‘takes’. 


Three weeks after vaccination these chicks along with two unvaccinated 
chicks are exposed to challenge virus (virulent fowl pox virus) and observ- 
ed for fourteen days. The vaccinated chicks should not manifest any reac- 
tion while controls should show active ‘takes’. 


5. Labelling—Should comply with the requirements for ‘Labelling’ as 
Jaid down in the general monograph on ‘Viral Vaccines’. 


6. Storage—The freeze dried product is expected to retain its potency 
for periods and temperature as specified below :— 


—15°C to —20°C—two years 
2°C to 4°C—twelve months. 
Room temperature—upto one month. 


Sheep Pox Vaccine (Living) 
1, Synonym—Sheep Pox vaccine; Goat pox vaccine. 


2. Definition—Sheep pox vaccine consists of sheep pox virus collected 
- from sheep artificially infected with sheep pox virus and freeze dried. 


3. Preparation—Healthy yearling sheep are infected artificially by sub- 
cutaneous infection on the undersurface of the previously shaved abdomen 
with 200—300 cc. of the freeze dried sheep pox virus (seed material) 
diluted in 1: 1 Normal saline solution. On the sixth or seventh day after 
injection oedematous swelling develops in the injected area with thermal 
reaction. The sheep which develop good swelling are slaughtered and the 
gelatinous material present under the skin in the infected area is collected 
under sterile conditions. This material is mixed with 2 parts by volume of 
sterile peptone broth of pH 7.2 and homogenised. The homogenised  sus- 
pension is filtered, ampouled in 0.5 ml. quantities and freeze dried. 


4. Standard— 
(a) Description—White scales. 


(b) iIdentification—Reconstituted vaccine when applied over the scari- 
fied area of the skin of the abdominal region of sheep will produce charac- 
teristic local lesion of pox. 


(c) Moisture content—The moisture content should not exceed 1.0 per 
cent. 
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_ . (d) Safety test—TIwo rabbits each weighing not less than 1 kg. are 
injected subcutaneously each with 1 ml. of 1 : 100 dilution, of the vaccine 


in normai saline soluuon. These animals are observed for fourteen days. 
The animals should remain normal. 


a (e) Sterility Test—Complies with the tests for sterility described under 
’ the general monograph on ‘Viral Vaccines’, 

({) Patency Test—Four yearling sheep are vaccinated on the inner 
surface of the ear by scarification method. The contents of one ampoule of 
F.D. Sheep Pox vaccine are constituted in 10 cc. of 50% glycerine _ saline 
solution, characteristic takes develop in the scarified area wiih ulceration 
and scab formation. Three weeks later these and two more susceptible 
Sheep (Controls) are challenged by scarifying with a Suspension of the 
previous brow of the vaccine of the undersurface of the abdomen. The 
controls should develop typical lesions of pox and the vaccinated should 
remain normal. 


5. Labelling—Should comply with the requirements of ‘labelling’ as laid 
down in the general monograph on ‘Viral Vaccine’. 


6. Storage and expiry date—The vaccine is expected to retain potency 
for period and temperature as specified below :— 


—15°C to —20°C—two years. 
2°C to 4°C—three months. 
Room temperature—Fifteen days. 


Horse Sickness Vaccine (Living) 


1. Synonym—African Horse Sickness Vaccine; Mouse adapted Poly- 
valent Horse Sickness Vaccine (Living). 


_ 2. Definition—Horse sickness vaccine is a suspension of live mouse 
adapted strains of Horse Sickness Virus (onderstepoort) prepared froin the 
brains of infected mice and is freeze dried. 


3. Preparation—Thirty to thirty-five days old white mice are infected 
intracerebrally with 0.05 ml. of a suitable dilution of the seed virus (6 or 
7 types, as the case may be). Groups of large numbers of mice are injected 
separately with each type of the virus and are housed at 27°C td 32°C. A 
majority of these become paralytic on the third and fourth day when they 
are sacrificed and their brains collected and stored at —15°C to —20°C till 
the day of processing. For preparing the polyvalent vaccinc, equal num- 
ber of brains collected from mice infected with different types of the virus 
are homogenised with 5-10 times its volume of sterile lactose buffer medium 
(pH 7.2) containing antibiotics. The suspension is centrifuged at 1500 
r.p.m. for five minutes. The supernatant liquid is distributed in ampoules 
in suitable quantities and freeze dried. 


4. Standard— 

(a) Description—White scaly materiai. 

(b) Identification—This product affords protection to horse against 
horse sickness. 


(c) Safety Test—Four healthy mice thirty to thirty-five days old are 
injected intraperitoneally with 0.2 ml. of 10:1 dilution of the vaccine and 
kept under observation for ten days. All the mice should remain normal 
throughout the period of observation. 
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(d) Sterility Test—Should comply with the test for sterility described 
under the general monograph on ‘Viral Vaccines’, 

(c) Viability Test—Each batch of vaccine is titrated in tenfold dilutions 
using four mice of thiry to thirty-five days old for each” dilution. Each 
mouse is injected intracerebrally with 0.05 ml. and kept under observation 
for ten days. Mortality and survival ratios are noted and Ld 50 is deter- 
mined. The minimum acceptable titre is 10-4 Ld 50 per 0.05 ml. 

5. Labelling—should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph in ‘Viral Vaccines’. 


6. Storage—The vaccine may be expected to retain its potency ior 
twelve months if stored —15°C to —20°C and about six mon‘lis if s{ored 


in refrigerator at 2°C to 4°C. | 


Rabies Vaccine (Inactivated) 


1. Synonym—Antirabic Vaccine (Inactivated). 


2. Definition—Rabies vaccine is a suspension of the brain tissue of 
animals, that have been infected with a suitable strain of rabies fixed virus, 
inactivated with phenol or some.other suitable agent. 


3. The following particulars relating to this vaccine are the same as 
those relating to Antirabic vaccine described in Part D of Schedule Ff to 
these rules, namely :— 


(i) Strain of fixed Rabies Virus to be used; 
(ii) Staff of Establishment; 
(iii) Condition and housing of animals; 
(ivy Precaution to be observed in preparation; 
(v) Records; 
(vi) Issue. 


4. Preparation—Healthy sheep or any other suitable species of animal 
are inoculated subdurally or intracerebrally with an appropriate dose of 
suspension of a suitable strain of rabbit brain passaged rabies fixed virus. 
The sheep or animals which get paralysed from the sixth day onwards after 
the inoculation are sacrificed and their brains collected aseptically. Brain 
tissue is weighed individually and a suspension of suitable concentration of 
brain tissue prepared in buffered saline is strained through gauze. ‘he sus- 
pension treated with phenol or some other suitable inactivating agent - is 
incubated for an appropriate period. 


5. Standard— 


(a) Description—A grey to pale yellow opalescent suspension. 


(b) Identification—Appropriate doses protect mice against subsequent 
intracerebral inoculation with suitable strain of fixed rabies virus. 


(c) Safety test—Not less than five mice, each weighing at least 18 gm., 
are inoculated intracerebrally with not less than 0.03 ml. of the suitably 
diluted vaccine. None of the animals should show symptoms of rabies or 
die of the disease during period of observation of three weeks. 


(d) Sterility Test—Should comply with the test for sterility described 
urider the general monograph on ‘Viral Vaccine’. 
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6, Labelling—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. In addition the 
ee on the container shall indicate the percentage of braintissue present in 

e vaccine, 


_ 7. Storage—The vaccine may be expected to retain its potency for about 
six months if stored in refrigerator at 2°C to 4°C. 


Rabies Vaccine (Living) 


_1. Definition—Rabies vaccine (living) is a freeze dried suspension of 
chick-embryo tissue infected with a suitable attenuated strain of rabies 
virus. 


_ 2. Preparation—It may be prepared by the following method, Seed 
virus consisting of a suspension of the Flury or other suitable strain of 
chick adapted virus that has been maintained by passage in chick embryos 
is injected into the yolksacs of fertile eggs incubated for a suitable period. 
After incubation for a further ten days, the embroys are harvested and 
ground in water for injection to give 33 per cent suspension. The suspen- 
sion is centrifuged to remove coarse particles and the supernatant fluid is 
distributed into ampoules in 3 millilitre quantities, and freeze-dried. The 
vaccine is reconstituted immediately before use by adding 3 millilitres of 
water for injection to the contents of an ampoule. 


3. Standard—It complies with the requirements of general standard of 
viral vaccines for abnormal toxicity, sterility, and labelling with the follow- 
ing additions. 


- 


(a) Description—Dry honey-coloured flakes or powder, readily dis- 
persible in water. 


(b) Identification—It protects guinea pig against a subsequent inoculation 
of rabies street virus. It is distinguished from the inactivated Rabies 
vaccine by its ability to produce rabies encephalitic on intracerebral injec- 
tion into mice. 


(c) Safety—The guinea-pigs used in the test for potency should not 
show any marked local or systemic reaction during the three weeks follow- 
ing injection with the vaccine. 


(d) Sterility Test—Complies with the tests for sterility described under 
the general monograph on ‘Viral Vaccine’. 


(e) Potency Test—The contents of an ampoule are dispersed in water 
for injection to give a 5 per cent suspension and not fewer than twenty 
guinea pigs, drawn from a uniform stock and each weighing 350 g. to 
500 g., are each injected intramuscularly with 0.25 ml. of this suspension. 
Three weeks later, these guinea pigs and an equal number of similar un- 
vaccinated control guinea pigs are each inoculated with 0.1 ml. of a suitable 
dilution of canine salivary gland suspension of street virus which is maintain- 
ed as a 20 per cent suspension at 70°C or lower. The guinea pigs are 
observed for thirty days; not less than 80 per cent of the control guinea 
pigs die of rabies and not less than 70 per cent of the vaccinated guinea 
pigs are protected. 


4. Storage—Freeze-dried vaccine should be stored at refrigeration tem- 
peratures of 2°C to 4°C. 
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5. Labelling—The life of the vaccine at room temperature and at re- 
ferigeration temperature should be stated on the label. 


6. (a) Action and uses—Rabies vaccine (living) is used for the pro 
phylactic inoculation of dogs against rabies; one injection should provoke 
a serviceable immunity lasting for at least a year. The vaccine has been 
used to a limited extent on cattle. 


(b) Dose—By intramuscular injectaion : Dogs, the contents of one 
ampoule reconstituted in 3 ml. of water for injection; cattle five times the 
dog dose. . 


Ranikhet Disease Vaccine (Living) 


1. Synonym—New . castle Disease Vaccine (Living); pheumoenteritis 
Vaccine (Living). 

2. Definntion—Ranikhet Disease vaccine is a suspension ofa modified 
living virus e.g. (Mukteswar strain) prepared from infected embryos and 
fluids and is freeze dried. 


3. Preparution—Good fertile eggs obtained from Salmonella pullorum 
free flock are incubated in an egg incubator. Ten days old vigorous em- 
broys are infected with 0.1 ml. of a suitable dilution of a suspension of the 
virus. Inoculation is done in the allantoic cavity. Embroys are incubated at 
a suitable temperature. Eggs showing dead embryos twenty-four hours 
after incubation are discarded. After forty eight hours incubation the eggs 
are candled and those showing dead embryos are chilled for a suitable 
period of time, while embroys alive beyond forty eight hours are discarded. 
The fluids and embryos are then collected and spot haemogglutination 
carried out. The material is homogenised in a blender and ampouled in 
a aliquots of 0.5 ml. quantities and freeze dried. 


4, Standards— 


(a) Description—Light brown scales. 


(b) Identification—This product affords protection to fowls against 
Ranikhet Disease. 


(c) Safety Test—For testing each batch of freeze. dried Ranikhet 
Disease Vaccine, twelve healthy young chickens, all from the same source 
each weighing not less than 400 g. are taken and immunised against 
Ranikhet Disease. Fourteen days later, these birds, are tested as follows 
with the contents of one ampoule suspended in 100 ml. of normal saline. 


Three of the test birds are injected intratracheally with 0.1 ml. equi- 
valent to ten times the field dose of the vaccine to be tested. This group 
serves to indicate whether the product is free from viruses or organisms of 
septicaemia disease. 


Three of the test birds are injected intratracheally with 0.1 ml. equi- 
valent to ten times the field dose of the vaccine to be tested. This group 
serves to indicate whether the product is free from the virus of infections 
laryngotracheitis, Coryza and similar diseases. 


The three remaining birds serve as controls. 


All the treated birds and controls are observed daily for fourteen days. 
All the test birds that succumb are subjected to careful postmortem 
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examination. The product is not issued until the birds under test are 
‘hown to be free from the causative agents of any extraneous diseases. 


(e) Sterility Test—Should comply with the test for sterility described in 
the general monograph on ‘Viral Vaccine’. 


(f) Potency Test—Four Susceptible birds eight to twelve weeks old and 
each weighing not less than 400 g. are vaccinated by injecting subcuta- 
neously | ml. of a 10-* dilution of the product. Two weeks after vaccina- 
tion these birds and four non-protected birds are challenged by injecting 
subcutaneously each with 1.0 ml. of a 1 : 100 dilution of virulent virus 
(liver and spleen suspension) or 1.0 ml. of a 1: 100 dilution of 
fluid from the embryo infected with virulent Ranikhet Disease virus. The 
non-protected birds should show symptoms of Ranikhet Disease and die 
and all the protected birds should remain normal during an observation period 
of fourteen days. 


5. Labelling—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. 


6. Storage—The vaccine when stored at—15°C to—20°C may be expect- 
ed to retain the potency for about one year and about three months if 
stored in a refrigerator at 2°C to 4°C. The product should not be used if 
stored for more than ten days outside the refrigerator. 


Ranikhet Disease Vaccine F Strain (Living) 
1. Synonyms—New castle disease vaccine F Strain (Living). 


2. Definition—Ranikhet disease vaccine F. strain is a suspension of a 
naturally modified living virus (F strain) prepared from the infected em- 
bryos, devoid of beaks and eyes and fluids in a frozen state. 


3. Preparation—Good fertile eggs obtained from salmonella pullorum 
free flock are incubated in an egg incubator. Eight days old vigorous 
embryos are infected with 0.1 ml. of 1 : 100 suspension of Ranikhet Disease 
vaccine F strain virus. Inoculation is done via the allantoic cavity. 
Embroys are incubated at 37°C. Eggs are candled every day upto four 
days and the dead ones are discarded. Final candling of the embryos is 
carried out on the fourth day and only the living ones are chilled in a re- 
frigerator for one hour. The fluids embryos are collected separately. The 
fluids are tested for spot haemagglutination and sterility test is carried out. 
The beaks and eyes balls of the embryos are removed. The materials are 
homogenised with adequate quantities of antibiotics in a cool warhing 
blender and ampouled in aliquots of 0.5 ml. quantity and freeze dried. 


4. Standard— 

(a) Description—Light brown scales. 

(b) Identification—This product affords profection to 
against Ranikhet disease. 

(c) Moisture content—The moisture content should not exceed 0.1 per 
cent. 

— ing each batch of the vaccine twelve one- 

day is hc Oe ee, two dees 1/N of the field dose of the vaccine 
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vaccinated chicks should remain ‘normal throughout the period of observa- 
tion. This serves the safety test also. 


On the fourteen days the vaccinated chicks are challenged two drops 
with 1 : 50 virulent Ranikhet Disease virus alongwith 8 control chicks. 
Four of the controls receive two drops 1/N of the virulent virus while the 
rest of the four receive 0.5 ml. of the virulent virus. The control chicks 
should succumb to the challenge virus showing symptoms of Ranikhet 
Disease while the protected chicks should remain normal throughout the 
observation period of fourteen days. 


(e) Sterility T est—Should comply with the tests for sterility described 
in the general monograph. on ‘Viral Vaccines.’ 


5. Labelling—Shou:d comply with the requirements of ‘Labelling as 
laid down in the general monograph on ‘Viral Vaccine’. 


6. Storage—The vaccine when stored at — 15°C to —20°C may be 
expected to retain the potency for about one year and about three months 
if stored in a refrigerator at 27°C to 4°C. When removed from the refrigera- 
tor, the product should not be used later than ten days. ; 


Rinderpest Goat adapted Tissue Vaccine (Living) 


Z; Synonym—Goat-adapted Cattle Plague Vaccine; Goat Tissue Vaccine 
(Living). 


2. Definition—Rinderpest Goat-adapted Tissue Vaccine is the homo- 
genised freeze dried preparation of spleen pulp of goats artificially infected 


with the suitable strain of rinderpest virus. 


3. Preparation—Healthy susceptible goats are quarantined for a period 
of ten days. After this period a batch of selected goats are injected sub- 
cutaneously with 2 ml. of a suitable dilution of the suspension of the seed 
virus. The donor goats are sacrificed after a suitable period when the 
titre of the virus in the animal body is expected to be maximum, usually 
four days, and the spleen from animals free from_any pathological change 
or signs are collected under sterile conditions. Smear from each spleen is 
examined microscopically to exclude spleen which are contaminated from 
the production batch. 


The spleen is freed from fat and fascia and is blended into a smooth 
pulp in a grinder. The pulp is spread on a shallow dish of glass or stain- 
less steel and is freeze dried. 


The freeze dried pulp is then ground into a fine powder and sieved. 
gaia is ampouled in 0.25 g. or 0.125 g. quantities and freeze 
dried. 


4. Standard— 
(a) Description—Dark brown or chocolate coloured scales or powder 


_(b) Identification—The product affords protection to susceptibl 
animals against rinderpest. 


(c) Moisture content—Not more than 1.0 per cent. 


(d) Safety Test—Each batch of vaccine shall be tested for safety | 
jaboratory animals and cattle or buffalo calves as follows :— 
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(i) Small animals—At least two guinea-pigs each weighing 300 g, to 
450 g. and two adult rabbits each weighing 1 kg. to 1.5 kg. should be 
injected each with 1 ml. of 1: 100 suspension of the vaceine subcutane- 
ously and kept under observation for seven days. None of the animals 
should die. Alternatively, a batch of six white mice each weighing not 
less than 18 g. may be used, each mouse receiving 0.5 ml. of a dilution 
1 : 100 suspension subcutaneously. None of the animals should die. 


Gi) Large animals—Either cattle of good grade of susceptibility (hill 
cattle) or buffalo calves may be employed. For each batch of vaccine, 
three animals should be injected subcutaneously with 1 ml. of 1: 8000 
dilution of the vaccine. These animals should be kept under observation 
tor twelve to fourteen days. None of the animals should show any un- 
towards reactions. 


(e) Sterility Test—Complies with the tests for sterility described under 
the general monograph on ‘Viral Vaccines’. 


(f{) Potency Test—The animals receiving 1 ml. of 1 : $000 dilution of 
vaccine used under safety test mentioned above and kept under 
observation for fourteen days, should be challenged with 1 ml. of 1 per cent. 
Suspension of stock Rinderpest Virulent virus. None of the animals 
should die of rinderpest within a period of ten days. This test serves as a 
short potency test for each of the batches. 


For conducting a detailed potency test the following procedure may , 
be followed :— 


Dilution 1 : 8000, 1: 12,000 and 1: 16,000 shall be tested and for 
each dilution three susceptible cattle or buffalo calves should be used. 
Fach animal is inoculated subcutaneously with 1 ml. of a dilution of the 
vaccine, followed twelve to fourteen days later with a standard challenge 
_ dose of virulent rinderpest bull virus containing in 1 ml. of a 1: 100 sus- 
pension of spleen tissue. Two unvaccinated bovines, each receiving the 
same quantity of the challenge dose act as controls. These are 
kept under observation for fourteen days. The end point of protection 
titre is assessed on the death or survival rate and the dose contained in one 
gramme of vaccine calculated on the basis of 20 to 40 minimum protective 
doses being equivalent to one vaccinating dose. 

(g) Virulence and viability Test—Two to four goats each weighing 
not less than 18 kg. are imjected with 2 ml. of 1: 100 suspension of the 
vaccine and kept under observation for ten days. These animals should 
show reaction characterised by pyrexia (rise of about 2°C) anorexia and 
dullness. | 

5. Labelling—Should comply with the requirement of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. 


6. Storage—The vaccine may be expected to retain its potency for 
twelve months if stored at -15°C to -20°C or about three months jf stored 
at 2°C to 4°C. 


Rinderpest Lapinised Vaccine (Living) 


1. Synonym—Rabbit Adapted Cattle Plague Vaccine (Living) Lapin- 
ised Vaccine (Living). 

2. Definition—Rinderpest Lapinised ‘Vaccine is a suspension of a 
modified living virus (e.g. Nakamura III Strain) prepared with the blood 
spleen and mesenteric lymph glands of infected rabbits and is freeze dried, 
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3. Preparation—Adult rabbits possibly from a known _ stock, _each 
weighing not less than 1 kg. free from cocidiosis and snufiles, are injected 
intravenously with 1 ml. of a suitable dilution of a suspension of the stock 
geed virus. Donor rabbits are sacrificed after a suitable 
titre of the virus in the animals is expected to be the maximum usua 
third day. 


Ten millilitres of blood is collected from each rabit in a defibrinating 
flask under aseptic condition. Later the animals are sacrificed and_ the 
spleen and mesenteric lymph glands collected. Each rabbit 1s subjected 
to a thorough post-mortem examination to observe lesions of rinderpest 1n- 


fection. 


After harvesting, the blood and the organs (spleen and glands) are 
homogenised in a suitable proportion if necessary. Adequate quantities 
of penicillin and streptomycin may be added. The homogenised material 1s 
ampouled in suitable quantities and freeze dried. 


4, Standard— 
(a) Description—Dark chocolate coloured mass. 


(b) Identification—This product affords protection to susceptible 
animals against rinderpest. 


(c) Moisture content—Not more than 1.0 per cent. 


(d) Safety T est—For testing a batch 2 guinea pigs each weighing not 
less than 300 g. are injected subcutaneously with 1 ml. of a 1: 100 sus- 
pension of the vaccine. Alternatively, a group of six white mice each 
weighing not less than 18 g. is used. Each animal receives subcutaneously 


0.5 ml. of 1: 100 suspension of the vaccine. None of the test animals 
should die within a period of seven days. 


(e) Sterility Test—Should comply with the tests for sterility described 
in the general monograph on ‘Viral Vaccines’. If antibiotics have been 
added the inoculum should be neutralised before doing the test. 


(f) Potency Test—Dilutions 1: 100, 1: 200, 1: 400 and 1: 800 
shall be tested and for each dilution 2 susceptible cattle (hill bulls) of 
buffalo calves should be used. Each animal is inoculated subcutaneously 
with 1 ml. of a dilution of the vaccine, followed twenty-one days later 
with a standard challenge dose of a virulent rinderpest bulls virus contained 
in 1 mi. of a 1: 100 suspension of spleen tissue. Two unvaccinated 
bovines each receiving the same quantity of the challenge virus serve as 
controls. These animals ate kept under observation for fourteen days. 
The end point of the protecting titre is assessed on the death or survival 
rate and the dose contained in one gramme of vaccine calculated on the 
basis of twenty minimum protective doses being equivalent to one vacci- 
nating dose. 

(g) Virulenee and Viability Test—Four rabbits each weighing 1 to 
1.5 kg. are injected subcutaneously with 1 ml. of 1 : 100 suspension of the 
vaccine. The animals should react typically showing all the symptoms of 
rinderpest in rabbits. 


5. Labelling—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’, 


. 
{ 
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6. Storage—The vaccine may be expected to retain its potency for six 
months if stored at—15°C to—20°C or about a month if stored at 2°C 
to 4°C. 


Rinderpest Lapinised Avianised Vaccine (Living) 
1. Synonym—Lapinised Avianised Vaccine (Living). 


2. Definition—Rinderpest Lapinised Avianised Vaccine is a suspen- 
sion of a modified live rinderpest virus of low virulence prepared either 
with the whole chick embryo or the viscera of the infected chick embryo. 


3. Preparaiion—Twelve or thirteen days old active chick embryos from 
a flock free from Salmonella pullorum infection are injected intravenously 
with a suitable dilution of the suspension of the stock seed virus in six 
per cent glucose solution. The embryos are incubated at 38.5°C for five 
days. At the end of this incubation period, eggs which show living embryos 
are selected for the preparation of the vaccine. The viscera of the chicks 
are harvested, care being taken to reject the gizzard and gall bladders. The 
material is homogenised in a blender with adequate quantities of antibio- 
tics (penicillin and streptomycin added if necessary), and primary freeze 
dried done. This freeze dried material is ground into a fine powder, am- 
pouled in suitable quantities and finally subjected to secondary freeze dry- 
ing and sealed under vacuum. 


4. Standard— 
(a) Description—Pale cream or yellow coloured sterile powder. 


(b) Identification—This product affords good grade of immunity to 
susceptible animals against rinderpest. 


(c) Moisture content—Not more than 1.0 per cent. 


(d) Safety Test—For testing each batch, a group of six mice each 
ighi i than 18g. is used. Each mouse is injected subcutaneous- 
j - Of a 1: 100 suspension. Alternatively, two guinea pigs 
each weighing not less than 300 g. and two rabbits each weighing not less 
than 1 kg. are injected with 1 ml. of 1: 100 Suspension subcutaneously. 
These animals should not show any untoward reaction during the period 
of observation for seven days. 


(e) Sterility Test—Should comply with the test for sterility as laid 
down in the general monograph on ‘Viral Vaccines’. 


(f) Potency Test—Healthy highly susceptible cattle (hill bulls) or 
buffalo calves should be used for testing the potency of each batch of 
vaccine in suitable dilution. For each dilution two highly susceptible 
animals should be used. Each animal is inoculated subcutaneously with 
1 ml. of a dilution of the vaccine, followed twenty-one to twenty-eight days 
after with a standard challenge dose of a virulent rinderpest bull virus 
contained in 1 ml. of a 1 : 100 suspension of spleen tissue. Two unvacci- 
nated bovines, each receiving the same quantity of the challenge virus serve 
as controls. All these animals are kept under observation for fourteen 
days. The end point of protective titre is assessed on the death or survival 
rate and the dose contained in one gramme of vaccine calculated on the 
basis of forty minimum protective doses being equivalent to one vaccinat- 


ing dose. 
5. Labelline—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. 


332 THE DRUGS AND COSMETICS RULES 


—_ om * 


6. Storage and Expiry date—The vaccine shall be expected to retain 
its potency for the period at temperatures as specified below :— 
—15°C to—20° C ; - . ; : : : . Six months. 
25" 10 | Are One month, 


Sheep and Goat Pox Vaccine (Living) 


1, Synonym—Sheep Pox vaccine. Goat Pox vaccine. 


2. Definition—Sheep and Goat Pox Vaccine consists of the virus 
contained in the scabs collected from sheep artificially infected with the 
virus. : 
3. Preparation—Healthy yearling sheep are infected artificially on the 
shaved portion of the abdomen with a suitable dilution of the suspension 
of the stock seed virus 50 per cent glycerine saline solution. The material 
from the semi-dried areas where the pock lesions are evident is collected 
and dried over calcium chloride or phosphorus pentoxide under vacuum. 
Dry scabs are powered, sieved, ampouled in suitable quantities and ‘sealed. 


4. Standard— 
(a) Description—Light cream coloured powder. 


(b) Identification—This product when applied to scarified area of the 
skin of the sheep or goats produces characteristic local lesions of pox and 
should afford protection to sheep and goat against Sheep and Goat Pox. 


(c) Safety Test—Two rabbits each weighing not less than 1 kg. are 
injected subcutaneously each with 1 ml. of a 1: 100 dilution of the 
vaccine in normal saline solution. These animals are observed for four- 
teen days. The animals should remain normal. 


(d) Sterility Test—Complies with the tests for «sterility described 
under the general monograph on ‘Viral Vaccines’. 


(e) Potency Test—Four yearling sheep are inoculated with 1: 100 
suspension of the vaccine in 50 per cent glycerine saline on a scarified area 
on the abdomen. Fourteen days later, these and two more susceptible 
sheep are inoculated by the same method with stock virus and observed for 
a period of fourteen days. The control animals should develop _ typical 
lesions of pox and the vaccinated animals should remain normal. 


5, Labelling—Should comply with the requirement of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. 


6. Storage and Expiry date—The vaccine shall be expected to retain 
its potency for period at temperatures as specified below :— 


—15°C to —20°C . : ‘ ‘ : : : : Twenty months. 
2°C to °C , : ‘ : ‘ ; ; ; Three months. 
Room Temperature ; ‘ é ; ‘ : ; Fifteen days. 


Fowl Spirochaetosis Vaccine (Chick Embryo Origin) 
1. Synonym—Tick Fever Vaccine. 


2. Definition—The vaccine consists of a merthiolated suspension of 
chorioallantoic membrane, internal viscera and blood of chick embryos 
infected with a vaccine strain of spirochaetes and freeze dried. 
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3. Preparation—Eleven days old developing chick embryos are infect- 
ed with 0.2 mi. of sterile fresh blood containing spirochaetes via the 
-chorioallantoic membrane. The inoculated embryos are incubaied at 37°C 


and candied daily and the dead ones are discarded. Ot the seventh day 
the living embryos are chilled in the refrigerator for two~ hours. The 
chilled embryos are harvested separately and necrotic lesions in liver noted. 


Representative samples of blood should be examined for teaming spiro- 
chaetes. The internal viscera, chorio-allantoic memranes and the blood 
are collected. ‘The material is pooled, weighed and held in deep treeze at 
—15*° to —20°C for a period of one week. Thereafter the material is 
blended with equal quantity of Merthiolate (final concentration of merthio- 
late in the suspension should be | : 10,000) thoroughly for three _ times, 
each time the motor running at full speed and the vaccine is ampouled in 
2 ml. quantities and freeze dried. ‘ 


4. Standard— 
(a). Description—Light brownish scales. 


= Identification—The vaccine affords protection when inoculated 
into the fowls against spirochetosis. 


(c) Moisture content—The moisture content should not exceed 1.0 
per cent. 


_(d) Safety and potency test—Six healthy cockerals ten to twelve 
weeks old are used for this purpose. Each ampoule of vaccine is reconsti- 
tuted in 10 ml. of cold distilled water and the six cockerals are injected 
intramuscularly each with 1 ml. of the reconstituted vaccine and the birds 
are observed for a period of ten days and the vaccinated birds should 
remain normal throughout the period of observation. The vaccinated 
birds are challenged with 0.2 ml. intramuscularly with virulent 
spirochaete blood along with two susceptible controls. Temperature and 
blood. smear examination of the challenged birds and controls should be 
carried out daily for a period of ten days. The blood smears of vaccinated 
birds should remain negative for spirochaetes: during the entire period of 
observation. The controls should react and show spirochaetes in the blood. 


(e) Sterility Test—Complies with the tests for sterility described in 
the general monograph on ‘Bacterial vaccine’. 


5. Labelling—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Bacterial Vaccine’. 


6. Storage—The vaccine when stored at —15°C to -—20°C may be 
expected to retain the potency for about one year and about two months if 
stored in reirigerator at 2°C to 4°C. 


Swine Fever Vaccine Crystal Violet | 


1. Synonym—Crystal Violet Swine fever vaccine, Hog Cholera Vaccine. 


2. Definition—Swine fever vaccine, crystal violet is a suspension of 
blood of swine that have been infected with a suitable virulent antigetic 
strain of swine fever virus, inactivated with 0.25 per cent crystal violet 


ethyiene glycol at 37°C for fourteen days. 


3. Preparation—Susceptible healthy pigs of six to seven months of age 
belonging to a well established strain or breed are used. Body weight of 
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these animals at this age may vary according to the breed but optimum 
weight is considered as between 75 to 100 kg. Animals used for produc- 
tion may be procured from well established farms and kept under quarantine 
for fourteen days. These are injected intramuscularly with a suitable dilu- 
ticn of the suspension of the virulent blood viruses. Bleeding of the clint- 
cally injected animals is carried out on the sixth day. The defibrinated 
blood from each animal is strained and stored separately in sterile glass con- 
tainers. To the four parts of defibrinated blood, one part of 0.25 per cent 
crystal violet—ethylene glycol is added and the suspension after thorough 
mixing, is stored at 37°C ( 0.5) for two weeks. The product is filled ill 
20 ml. volumes in sterile vials and labelled on the completion of tests. 


4. Standard— 


(a) Description—Very dark violet suspension. 


(b) Identification—This product affords protection against swine fever 
but not against African Swine Fever. 


(c) Safety Tesi—Two young pigs weighing about 15 to 30 kg. are 
injected subcutaneously each with 40 ml. of the vaccine batch to be tested. 
In addition, one unvaccinated susceptible pig is placed in contact. 


(d) Sterility Test—Should comply with the test for sterility described 
under general monograph on ‘Viral Vaccines’. 


(ce) Abnormal toxicity test—Two guinea pigs are given 1 ml. of 
vaccine intramuscularly. 


Two guinea pigs are given 2 ml. of the vaccine intraperitoneally. 
Two mice are given 0.5 ml. of the vaccine subcutaneously. 


(f) Potency Test—Four susceptible pigs weighing between 20-30 kg. 
are injected with 5 ml. of the vaccine subcutaneously. After twentyone 
days these are challenged with 1 ml. of suitable dilution of the challenge 
virus subcutaneously. The dose must contain at least 1000 minimum 
infective doses. At least two control pigs should be used. 


5. Labelling—Should comply with the requirement of ‘Labelling’ as laid 
down in the general monograph on ‘Viral Vaccines’. 


6. Storage—The vaccine may be expected to retain its potency for 
twelve months if stored in refrigerator at 2°C to 4°C. 


Swine Fever Vaccine Lapinised (Living) 


1. Synonym—Lapinised swine fever vaccine, freeze dried lapinised 
swine fever vaccine. 


2. Definition—Swine fever lapinised vaccine consists of the suspension 
of a modified live swine fever virus prepared from spleens of infected rabbits 
and is freeze dried. 


3. Preparation—Healthy adult rabbits weighing approximately 10090 
gms. or over, free from coccidiosis snuffles etc. are injected intravenously 
with a suitable dose of a dilution of the modified rabbit adapted virus. 
Rabbits are sacrificed at the height of reaction and spleens are collected with 
sterile precautions. The collection is later homogenised in a blender using 
ten per cent yolk phosphate buffer as a diluent. The suspension is ampoul- 
ed in 0.5 ml. quantities and freeze dried, 
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4. Standard— 


(a) Description—Light scales. 
(b) Identification—This product affords protection against swine fever. 


‘(c) Moisture content—The moisture content should not exceed 1.0 per 
cent. ry 
(d) Safety Test—Six mice are injected each with 0.5 ml. of a 1: 100 
suspension of the vaccine. These are kept under observation for seven 
days. None should die. 

(e) Viability Test—Two healthy rabbits are injected intramuscularly 
with 1 ml. of 1: 100 suspension of the vaccine. These animals show 
thermal reaction. 


(f) Sterility Test—Should comply with the test for sterility described 
under the general monograph on ‘Viral Vaccines’. 


(g) Potency Test—The vaccine batch under test should be tested on 
susceptible healthy pigs weighing between 20-30 kg. Two animals for each 
dilution may be used. The dilutions tested are 1:10, 1: 25,1:50 and 
1: 100. One millilitre of each of these dilutions is injected subcutaneously. 
One healthy, susceptible, unvaccinated in contact animal should be kept 
along with the vaccinated animals. 


Fourteen to twenty-one days later these animals along with two controls 
are injected subcutaneously with 1 ml. of the challenge virus containing at 
least 1000 minimum infective doses. 


5. Labelling—Should comply with the requirements of ‘Labelling’ as 
laid down in the general monograph on ‘Viral Vaccines’. 


6. Storage-—The vaccine may be expected to retain its potency for six 
months if stored at temperature ranging between —10°C to ——15°C and for 
sever days at 2°C to 4°C in the refrigerator. 


PART II ANTISERA 
Provisions applicable to the production of all Sera from Living Animals 


1. Definitions —(i) This Part of the Schedule applies to antibacterial 
sera, anti-viral sera and anti-toxic sera which are prepared by injecting 
bacteria or viruses or their products into bufallo-bulls or other suitable 
animals so as to produce active immunity which is manifested by the forma- 
tion of anti-body. | 


(ii) For the purpose of this Part of the Schedule an anti-serum means 
sterile liquid anti-serum concentrated and unconcentrated, solutions of glo- 
bulins or their derivatives or solid forms which can be reconstituted when 
necessary. 


2. Staff of Establishment.—The establishment shall be under the direc- 
tion and control of a competent expert in bacteriology and serology with 
adequate training in immunology and standardisation of biological products 
and knowledge of animal management. He shall be assisted by a_ Staff 
adequate for carrying out the tests required during the course of preparation 
of the sera and standardisation of the finished products. 


3. Proper Name.—The proper name of the antiserum shall be the 
recognised scientific name of the diseases or its cauSative organism or some 
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generally recognised abbreviations thereof preceded by the prefix ‘anti’, and 
tollowed by the word ‘serum’ as for example, ‘Anti-anthrax serum’. The 
proper name of any antitoxin may be formed ftom the word ‘Anti-toxin’ 
preceded by the name of the organism from which the toxin avas prepared, 
and followed, if desired, by a term indicating the source or the strain of 
that organisyy provided where there is no special provision in the Schedule, 
the name a¥ approved by the Licensing Authority may be adopted. 


4. Records :—- : 


__(1) The permanent records which the licensee is required to keep shail 
include the following particulars :— 


(a) As to the culture—Evidence of the identity and specificity of the 
cultures, 


(b) As to the procedure used in immunising the animals; 


(i) The method of preparing the cultures or antigen wsed for 
immunisation. 


(ii) The dosage and methods. employed in administering the culture 
or antigen. 


(ili) The period in the course of immunisation at which blood is 
withdrawn for the preparation of the serum. 


f 
(c) Any test which may have been applied to the serum to dctermine its 
content of specific antibodies or its specific therapeutic potency and 
purity. 


(2) If the licensee desired to treat the performance of any tests record- 
ed under sub-paragraph (i) (c) of this paragraph as determining the date of 
completion of manufacture for the purpose of rule 109 he shall submit full 
Particulars of the proposed test to the Licensing Authority and obtain his 
approval. 


5. Cultures.—The cultures used in immunising the animals shall be at 
all times open to inspection, and Specimens shall be furnished for examira- 
tion at the request of the Licensing Authority. 


6. Quantity— 


(a) Any antiserum shall be issued for veterinary use in the form of 
either. 


(i) Actual serum, i.e., the liquid product of decantation of the coa- 
gulated blood or plasma without any addition, other than antiseptic or 
Subtraction, or 


(ii) A solution of the purified serum proteins containing the specific 
antibodies. 


(b) At the time of issue, the liquid shall be clear or show at the most 
a sliglit opalescence or precipitate. Preparations of the natural serum shall 
not contain more than 10 per cent of solid matter. A solution of serum 
protein shall not contain more than 20 per cent of solid matter. 


7. Precautions to be observed in preparation.— 


(i) Laboratories where sera are exposed to the air in the course of the 
process of preparation must be separated by a sufficient distance from 
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Stables and animal houses to avoid the risk of aerial contamination with 
bacteria from animal excreta, and must be rendered flyproof to prevent such 
contamination by insects. Such laboratories must have impervious — walls 
and floors and must be capable of being readily disinfected when necessary. 

(il) A special room with impervious walls must be provided for the col- 
lection of blood irom the living animals, 


(iii) An efficient system of manure removal must be used which will 
prevent its accumulation in the vicinity of any room where blood or serum 
is collected or handled. 


(iv) An adequate number of sterilizers must be provided for the sterili- 
zation of all glassware or other apparatus with which the serum may come 
into contact in the course of its preparation, 


(v) All processes to which the serum is subjected during and after the 
collection from the animals, must be designed to preserve its sterility, but in 
the case of a artificially concentrated sera, it shall suffice that the process of 
concentration is conducted with scrupulous cleanliness and in such a manner 
as to avoid unnecessary dangerous contamination. 


(vi) The laboratories in which the testing of sera for potency, sterility 
and freedom from abnormal toxicity are carried out must be adequate for 
the purpose. An adequate supply of animals for use in such tests and 
suitable housing for such animals must be provided. 


(vii) Provision must be made for complying with any special conditions. 
which may be laid down in the Schedule relating to the production and 
issue of the particular serum, in respect of which the licence is granted. 


8. Unhealthy or Infected Animals.—If an animal-used in the production 
o{ sera is found to be suffering from an infection except one produced by 
living organisms against which it is being immunized, or shows signs of 
serious or persistent ill health not reasonably attributable to the process of 
immunisation, the licensee shall immediately report the matter to the Licens- 
ing Authority and shall, if the authority orders an inspection and the Inspec- 
tor so directs, cause such animals to be killed and a postmortem examina- 
tion of it to be made, and take steps to prevent any serum obtained from 
the animal being sold or offered for sale until permission is given by the 
Licensing Authority. If the result of the postmortem is such as_ to bring 
under suspicion, the health of any of the other animals used for the produc- 
tion of sera, the Licensing Authority may prohibit the use of those animals 
for the production of sera or may take such other steps as may be necessary 
to prevent the issue of sera which may be dangerous to animal health. 


Provided in the case of emergency, the person in charge of the establish- 
ment may order the destruction of an animal used in the production of sera 
and suspected of infection, and shall in that case given notice forthwith to 
the Licensing Authority and shall permit an Inspector to be present at the 
postmortem examination. 


9. Conditions and Housing of animals.— 


(i) The animals used in the production of sera should be adequately 
housed under hygienic environments. 

(ii) Only healthy animals free from disease should be used in the pre- 
paration of sera. 


(iii) Every animal intended to be used as the source of serum must be 
subjected to a period of observation in quarantine for at least seven days 
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before being admitted to the animal sheds in which the serum yielding 
animals are housed, 


(iv) In case of horses and othe equidae, every animal used as source 
of serum shall either be actively immunized against tetanus or Shall be 
passively immunized against the disease by injection of tetanus antitoxin in 
Such doses as to ensure the constant presence of that antitoxin in the blood 
during the whole period of the use of the animal as a source of serum. 


Anti-Sera and their General Standard 


Anti-serz contain the immune substances that have a specific prophylac- 
tic or therapeutic action when injected into animals exposed to or suffering 
from a disease due to a specific micro-organism or its toxin. Anti-sera are 
classified into three groups. sd 


(i) Antitoxic sera (Antitoxin). 
(ii) Antibacterial sera. 
(iii) Antiviral sera. 


Antisera are usually issued in an unconcentrated form for animal use 
but may be concentrated and also freeze dried. However, for the purpose 
of the Schedule the word ‘antisera’ is also used for the unconcentrated liquid 
sera. A suitable bacteriostatic agent in a concentration sufficient to prevent 
the growth oi micro-organisms is added to the liquid serum. 


General Standard 


1. Description —Liquid native or unconcentrated antisera are yellow 
or yellowish brown in colour. They are initially transparent but may 
become turbid with age. They are almost odourless except for the odour 
of any bacteriostatic agent that may have been added. 


2. Identification.—The test for identity is described in the individual 
monograph. 


3. Acidity or Alkalinity—All native antisera have a pH of 7.0 to 8.5. 


4. Abnormal Toxicity.—All anti-sera shall comply with the following 
tests for freedom from abnormal toxicity. 


(a) Two healthy mice each weighing not less than 18 g. are injected 
subcutaneously each with 0.5 ml. of the sample and observed for five days. 
None of the mice should show any abnormal] reaction or die. 


(b) Two healthy guinea-pigs each weighing 300 g. to 450 g. are inject- 
ed subcutaneously each with 5 ml. of the Sample and observed for seven 
days. None of the guinea-pigs should show any abnormal reaction or die. 


5. Sterility—All anti-sera shall comply with the tests for Sterility des- 
cribed in rules 115 to 119. 


6. Potency.—The potency of each preparation, when the available 
methods permit, is determined by the appropriate biological assay, and it is 
described under the individual monograph. 


7. Total Solids.—Native antisera should not contain more than 10 per 
cent solid matter. 


8. Labelling —Should comply with the provisions for ‘Labelling’ as laid 
down for ‘Bacterial Vaccines’, 
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9. Storage.—Liquid Preparations of antisera shall be stored rotected 
from light at temperature between 2°C to 4°C and shall not be ra ac 


oe Date ee ae the date of manufacture shall be unless 
oterwise specified in the individual monograph in this part is as defined j 
clause (b) of sub-rule (3) of rule 109 - ee 


11. Containers.—All antisera are distributed in _ sterilised containers 


of a material which is inert towards the substance and Which are sealed to 
exclude micro-organisms. 


12. Expiry Date-—The expiry date of potency of all sera shall not be 
more than twenty-four months after the date of manufacture. 


Anti-Anthrax Serum 
1. Synonym.—Bacillus Anthracis Anti-serum. 


2: Definition —Anti-anthrax serum is the serum of animals that confers 
a specific protection against Baccillus anthracis. 


3. Preparation—The antiserum may be prepared in buffalo bulls after 
repeated injections of cultures of B. anthracis of a virulent strain. 


4. Standard.—It complies with the requirements in the general provi- 
sions for antisera under Description, Acidity or Alkalinity, Abnormal Toxi- 
city, Sterility, Solids, Labelling, Storage and Expiry date. 


(i) Identifiction—It protects animals against infection with B. 
Anthracis. 


Anti-Blackquarter Serum | 
1. Synonym.—Blackleg Antiserum, Clostridiun Chauvoei-Anti-serum. 


2. Definition.—Anti-Blackquarter serum is the serum of suitable ani- 
mals containing the substances that have a specific neutralising effect on 
Clostridium Chauvoei. 


3. Preparation.—It is prepared by injecting subcutaneously or intramus- 
cularly increasing doses of formolised cultures of Cl. Chauvoei into buflalo 
bulls. 


4. Standards.—It complies with the requirements described in the 
general provisions for antisera under Description, Acidity or Alkalinity, 
Abnormal toxicity, Sterility, Solids, Labelling, Storage and Expiry Date. 


Identification.—It protects susceptible animals against infection with 
virulent strains of Cl. Chauvoei. 


_ Anti-Fowl-Cholera Serum 

1. Synonym.—Pasteurella Septica Antiserum (Avian). 

2. Definition —Fowl Cholera Antiserum is the serum of animals con- 
taining the substances that confer a specific protection to fowls against viru- 
lent strain of Pasteurella Septica (Avian). 

3. Preparation.—Antiserum is prepared from buffalo bulls after they 


been subjected to an injection of killed cultures of virulent strain of 
Pastels Benticn (Avian) followed by injections of living cultures of the 


same organism. 
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4. Standard.—it complies with the requirements described in the gene- 
ral provision for anti-sera under Description, Acidity or Alkalinity, Abnor- 
mal toxicity, Sterility, Solids, Labelling, Storage and Expiry Date. 


ldentification.—It_protects susceptible fowls against infection with 
Pasteurella Septica (Avian) and its homologous strains. 


Anti-Haemorrhagic Septicaemia Serum 


1. Synonym.—Pasteurella Septica Antiserum. 


2. Definition.—Anti-Haemorrhagic Septicaemia Serum is the serum 
of animals containing the substances that confer a specific protection to sus- 
ceptible animals against virulent strains of Pasteurella Septica. 


3. Preparation.—The antiserum is prepared from  buffalo-bulls after 
they have been subjected to repeated injections of formolised cultures of 
Standard strain Pasteurella Septica with adjuvants, followed by suitable 
doses of virulent culture of the organism. 


4. Standard.—It complies with the requirements described in the gene- 
ral provisions for antisera under Description, Acidity or Alkalinity, Abnor- 
mal toxicity, Sterility, Solids, Labelling, Storage and Expiry date. 


Identifiction.—It protects susceptible animals against infection with 
homologous strains of Pasteurella Septica, 


Anti-Rinderpest Serum 


1. Synonym.—Cattle Plague Antiserum. 


2. Definition.—Anti-rinderpest serum is the serum of buffalo bulls con- 
taining the substances that confer a specific immunity to susceptible animals 
against virulent strains of the virus of rinderpest. os 


3. Preparation.—The antiserum is prepared from buffalos who have 
reacted to a dose of virulent rinderpest virus, which is injected simultaneous- 
ly with a predetermined quantity of antirinderpest serum so as to control the 
severity of the reaction (serum-simultaneous-method) . 


4, Standard.—It complies with the requirements described in the gene- 
ral provisions for antisera under Description, Acidity or Alkalinity, Abnor- 
mal toxicity, Solids, Labelling, Storage and Expiry Date. 


(i) Identification.—It protects susceptible animals against rinderpest, 


(ii) Potency.—Five Buffalo-calves of about one year of age in good 
condition are used for the test. Three are injected subcutaneously with the 
anti-rinderpest serum under test at the rate of 10 ml. per 46 kg. body weight, 
subject to a minimum of 20 ml. per animal. These together with the two 
remaining, are simultaneously injected subcutaneously at a_ different site 
with 1 ml. of a 1: 100 dilution of spleen suspension of virulent bull-virus. 


The animals should be observed for fourteen days during which time the 
serum treated animals should exhibit no Symptoms of rinderpest other than 


rise in temperature and slight intestinal disturbances, while the controls 
develop more severe symptoms or die. 
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Salmonella Pullorum Anti Serum 
1, Synonym.—Salmonella Pullorum Anti-serum, 


2. Definition—Salmonella Pullorum avticserum is the sera from fowls 
‘and contains antibodies against Salmonella Pullorum. It js used for stand- 

ardizing batches of Salmonella Pullorum antigens and also used as a control 
along with the sera suspected for pullorum disease, 


__3. Preparation—The Serum is prepared after intravenous inoculation 
with smooth culture suspension of Salmonella Pullorum in healthy birds. 


_ 4. Standards.—It complies with the requirements in the general provi- 
sions for anti-sera under Description, Acidity, Alkalinity, Sterility, Solids, 
Labelling, Storage and Expiry date. 


Identification—It should give positive agglutination with Salmonella 
pullorum antigen. 


Standard Anti-Brucella Abortus Serum 


1. Synonym.—National counterpart of standard anti-Brucella abortus 
serum. 


2. Definition.—Standard anti-Brucella abortus serum is the serum which 
contains 1000 International Units (I.U.) per ml. and is used for standardiz- 


ing batches of brucella antigens and is also used as a control along with the 
sera suspected for brucellosis. 


3. Preparation—The serum is prepared after intravenous inoculation 
of suspension of smooth culture of B. abortus (strain 99) in rabbits or cattle 
and subsequeiitiy diluting it suitably with brucella-free healthy serum so 
that when tested with standardized Brucella abortus tube test antigen, it 


gives 50% agglutination at 1/500 final serum dilution. 


4. Standard.—It complies with the requirements in the general _provi- 
sion for anti-sera under Description, Acidity, Alkalinity, Sterility, Solids, 
Labelling, Storage and Expiry date. 


Identification.—It_ should give agglutination with Brucella antigen. 
PART III—DIAGNOSTIC ANTIGENS 


Provisions Applicable to the Manufacture and Standardisation of 
Diagnostic Agents (Bacterial Origin) 


1. Definition.—This Part of the Schedule applies to reagents of bacterial 
origin employed for various tests. 


2. Staff of Establishment.—A competent expert in bacteriology with 
sufficient experience in the manufacture and standardisation of veterinary 
biological products shall be in charge of the establishment responsible for 
the production of various diagnostic agents of bacterial origin and he may 
be assisted by a staff adequate for carrying out the tests required during the 
preparation and standardisation of various diagnostic agents. 


3. Proper Name.—The proper name of any diagnostic agent is the name 
of micro-organism from which it is made, followed by the word ‘antigen 
unless the Schedule otherwise provides, or, it may be derived from the name 
of the organism responsible for the causation of the disease or if there is no 
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special provision in the Schedule, the name approved by the Licensing 
Authority. In the case of the undermentioned preparations the proper name 
of the diagnostic agent may be as follows :— 


i. Abortus Bang Ring (A.B.R.) Antigen. 
. Brucella Abortus Coloured Antigen. 

. Brucella Abortus Plain Antigen. 

. Johnin. 

. Mallein. 

. Salmonella Abortus Equi “H” Antigen. 
Salmonella Pullorum Coloured Antigen. 
. Salmonella Pullorum Plain Antigen. 

9. Tuberculin. 


4. Records.—Culture used in the preparation of diagnostic agents of 
bacterial origin must, before being manipulated into an agent be thoroughly 
tested for identity by the generally accepted tests applicable to the particular 
micro-organism. The permanent record which the licensee is required to 
keep shall amongst other include a record of the origin, properties and 
characteristics of the cultures. 


5. Preparation.—Diagnostic agents of bacterial origin are prepared from 
selected cultures after their careful examination for the identity, specificity, 
purity and antigenicity. They may be prepared in the following manner. 


(a) Formolised antigens.—The selected pure culture strain grown in a 
suitable medium at an optimum temperature for an appropriate period. The 
pure growth is then exposed to the action of a solution of Formaldehyde 
LP. in a suitable concentration and at an appropriate temperature for a 
suitable period. 

(b) In some cases, the diagnostic agents are prepared by growing the 
organisms on suitable media and then deriving specific protein constituents 
of the bacteria by various methods. 


CIANDKH PWN 


6. General Standard :— 


(a) Description.—Diagnostic agents may be clear opalescent or coloured 
liquids. 

(b) Identification —Some exhibit specific agglutination when mixed with 
the serum of the animals infected with homologous organisms and others 
when injected into the animal body in appropriate doses cause specific re- 
actions like hypersensitiveness, local and general reaction, if the animal is 
infected with homologous organisms. 

(c) Sterility Test.—All antigens shall be tested for sterility in accordance 
with rules 114 to 119. 

(d) Standardisation.—It is carried out either by determining the definite 
cell concentration in the product or by observing the general and local reac- 
tions in healthy and artificially infected animals with various standard dilu- 
tions of the product. 


7. Labelling —As under general provisions for the bacterial vaccines 
with the addition that it is meant for diagnostic purposes only. 
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8. Storage.—All antigens are stored, protected from light at a tempera- 
ture between 2°C to 4°C. 


9. Date of Manufacture.—The date of manufacture shall be unless 
otherwise specified in the individual monograph in this part as defined in 
clause (b) of sub-rule (3) of rule 109, 


Abortus Bang Ring (A.B.R.) Antigen 
1. Synonym.—Milk Ring Test Antigen. 


2. Definition—The antigen is a suspension of pure growth culture of 
Standard strain of Brucella abortus strain 99 strained supravitally with 2, 3, 
_5, triphenyl tetrazolium chloride suspended in 0.85 per cent saline contain- 
ing 1 per cent glycerol and 1 per cent phenol. 


3. Preparation.—Smooth strain of Brucella abortus strain 99 is grown 
on potato infusion agar for 48 to 72 hours in Roux flasks, at 37°C. Con- 
densation fluid if any is pipetted off before washing. Each flask is washed 
with about 20 ml. of normal saline. The pooled washing is filtered through 
a gauze and the filtrate is collected in a measuring cylinder. To every 5U0 
mi. of the filtrate 1 g. of 2, 3, 5, triphenyl tetrazolium chloride is added 
immediately. The container is shaken for thirty minutes till the tetrazo- 
ium -salt is dissolved. The product is taken out and kept at 37°C for two 
hours. After incubation the product is heated at 65°C in a water bath for 
thirty nunutes. It is cooled and centrifuged at 3000 r.p.m. for one hour, 
The supernatant is pipetted off and sediment is suspended in normal saline 
containing 1 per cent glycerol and 1 per cent phenol and filtered through 
sterile cotton wool. This forms concentrated antigen. 


Standardization of the Strained Antigen 


An aliquot portion of the microbial suspension stained with phenyltc- 
trazolium is taken, representiag the initial undiluted suspension. 1 ml. per 
tube of this initial undiluted stained suspension is added to six test- 
tubes, followed by increasing quantities of the glycerolphenol diluent as 
follows :— 


Tube Undiluted Stained Suspension Diluent 
1 1 0-6 
2 1 0:8 
3 1 10 
4 1 1 +2 
5 1 1 °4 
6 1 1-6 


The contents of each tube are then diluted tenfold with the same diluent 
and serve as antigen for a tube agglutination test with the Standard Serum 
(or its national counterpart). In this way, six sero-reactions will be carried 
out. During this procedure, the concentrated strained microbial suspension 
should be kept in the refrigerator at 4°C. 


The agglutination reactions are read after forty-eight hours’ at the 
agglutination titre of the Standard Serum, previously determined with the 
23—817 DGHS/77 
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usual unstained antigen in the tube test, corresponding to the correct dilu- 
tion of the standard antigen. 


The next step, therefore, is to dilute the concentrated stained suspension 
to the same extent as the tube whose tenfold dilution has. given the correct 
agglutination titre, i.e, the concentration of antigen in the tube before the 
tenfold dilution had been made, 


4. Standards :— 


(a) Description.—It is a red colour liquid containing dead bacteria in 
suspension. 


(b) Identification —It shows formation of a specific cherry red colour- 
ed ring in the cream layer when mixed with pooled samples of milk taken 
from animals suffering from brucellosis. 


_  (c) Sterility Test——Should comply with the tests for sterility described 
in the general monograph on ‘Diagnostic Antigen’. The tests shall, how- 
ever, be done before colouring. 


5. Labelling and Storage-—Should comply with the requirements of 
‘Labelling’ and ‘Storage’ as laid down in the general monograph on ‘Diag- 
nostic Antigen’. 


_ 6. Expiry Date——The date of expiry of potency shall be not more than 
nine months from the date of manufacture when stored at 2°C to 4°C. 


Brucella Abortus Coloured Antigen 
1. Synonym.—Brucella abortus Cotton Strain 99 coloured Antigen. 


2. Definition.—Brucella Abortus coloured Antigen, is a suspension of 
pure smooth cultures of Brucella abortus strain 99 in phenolised glycerine 
saline, the bacteria being coloured by the addition of crystal violet and 
brilliant green. This antigen is used for plate test for Serological diagnosis 
of brucella infection. 


3. Preparation.—Seventy-two hours old growth of Brucella Abortus 
Strain ninetynine in smooth form on potato infusion agar medium in Roux 
flasks is washed with phenolised glycerine saline (containing 12 per cent 
sodium chloride, 20 per cent glycerine and 0.5 per cent phenol). The 
Wasiied growth is filtered through a pad of absorbent cotton wool and the 
Suspension is coloured by the addition of 1 ml. each of 1 per cent aqueous 
solution of crystal violet and brilliant green for every 250 ml. of the  sus- 
pension. The product is heated for sixty minutes in a water bath at 60°C 


before it is standardised. 

4. Standard :— 
_ (a) Description.—It is a greenish violet liquid containing dead bacteria 
in suspension. 

(b) Identification.—It gives specific agglutination when mixed with the 
serum of the animal infected with brucella organism. 

(c) Sterility Test—Should comply with the tests for sterility described 
in the general monograph on ‘Diagnostic Antigen’. 


(d) Standardisation —0.5 ml, of the antigen is mixed with 4.5 ml. of 
normal saline solution in Hopkins graduated tube. The mixture is centri- 
fuged at 3000 r.p.m. for sixty minutes and the percentage of bacterial cells 
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- —— 


present in the original antigen is assessed by noting the height of the ceil 
Eee The antigen is then standardised so as to contain 10 per cent cell 
eposit. 


i Labelling and Storage.—Should comply with the requirements of 
Labelling’ and ‘Storage’ as laid down in the general monograph oD 
‘Diagnostic Antigens’. 


6. Expiry Date——The date of expiry of votency shall be not more than 
nine months from the date of manztacture when stored at 2°C to 4°C, 


Brucella Abortus Plain Antigen 
1. Synonym.—tbrucella Abortus Strain 99 Plain Antigen. 


2. Definition —Brucella Abortus. Plain Antigen is a suspension of 4a 
pure snivoth culture of Brucella abortus strain 99 in phenol-saline. 


3. Preparation —Seventy-two hours old growth of Br. Abortus strain 
99 in smooth form on potato infusion agar medium in Roux flasks is washed 
with normal saline solution. The washed growth is filtered through a pad 
of absorbent cotton wool and the suspension is kept at 60°C for sixty 
minutes on a water bath to kill the organisms. It is then preserved by the 
addition of phenol in a final concentration 0.5 per cent. 


4. Standard :— 


(a) Description.—An opalescent liquid containing dead bacteria im 
suspension. 

(b) Identification—lIt gives specific agglutination when mixed with the 
serum of animals infected with brucella organism. 

(c) Sterility Test—Should comply with the tests for sterility described 
in the general monograph on ‘Diagnostic Antigen’. 

(d) Standardisation Mix the concentrated antigen well and dilute 
1 ml. with 0.5 per cent phenol saline until it corresponds to about Tube 4 
of Brown’s opacity tubes. Further dilutions of the antigen adjusted to 
opacity tube No. 4 are made. The particular dilution that gives SQ per 
cent agglutination with anti-brucella abortus serum (containing 1000 Inter- 
national Units) at 1 : 500 final serum dilution, is assessed as the diluting 
factor for the concentrated antigen. The bulk of the concentrated antigens 
is accordingly diluted for issue as standard antigen. 


5. Labelling and Storage.—Should comply with the requirements of 
‘Labelling and Storage’ as laid down in the general monograph on ‘Diagnostic 
Antigen’. 

6. Expiry Date.—The date of expiry of potency shall be not more than 
nine months from the date of manufacture when stored at 2°C to 4°C. 


Johnin 


1. Definition.—Johnin is a preparation of a fluid medium in which 
Mycobacterium paratuberculosis has been grown in artificial culture and 
which has been freed by filtration from the bacilli. 


2. Preparation.—Young culture of selected strain of Myco. paratuber- 
culosis of bovine origin is grown on synthetic medium and incubated at 
37°C for ten to twelve weeks. Flasks showing lucurient and pure growth are 
steamed for three hours thereafter kept at room temperature overnight, The 
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contents are filtered through fine meshed sieve. The filtrate is concentrated 
Over a steam bath to one-tenth of its original volume and kept in cold 
Storage for fourteen days before being filtered through Seitz filter. The vro- 
duct is dispensed in ampoules and hermetically sealed. 


3. Standards :— 


(a) Description—A yellowish brown to brownish liquid. 


(b) Identification—It produces hot, painful and oeodemateus swelling 
at the site of inoculation in animals infected with Myco-paratuberculosis 
organism. 


(c) Sterility Test—Should comply with the test for sterility descrived 
in the general monograph on ‘Diagnostic Antigens’. 


(d) Potency Test. Two animals, previously infected with Myco- 
paratuberculosis and two healthy animals are each injected intrademally in 
the neck region with 0.1 ml. of the product. Forty-eight hours later, the 
injection is repeated at the same site. The product should produce a typi- 
cal reaction in the infected animals in the form of a hot painful and oede- 
metous swelling at the site of inoculation persisting for at least forty-eight 
hours after the second injection. Control animals should not show such 
reaction. 


4. Labelling and Storage-—Should cemply with the requirement of 
‘Labelling’ and ‘Storage’ as laid down in general monograph on ‘Diagnostic 
Antigens’, 

5. Expiry Date.—The date of expiry of potency shall be not more than 
two years from the date of manufacture when stored at 2°C to 4°C. 


Malleins 


1. Definition (i) Malleins are preparations of fluid media in which 
the Actinobacillus mellei has been grown in artificial culture and which have 
been freed by filtration from the bacilli. 


(ii) For the purposes of this Schedule malleins are classified into (a) 
Mailein-subcutaneous and (b) Mallein intradermopalpebral (I.D.P.). 


2. Preparation :— 


(a) Mallein Subcutaneous.—Three to four weeks old pure growth of 
standard strain of A. mallei grown on synthetic medium is steamed for one 
hour in Koch’s steam sterilizer. One part of 5 per cent phenol solution is 
Sei Ag every nine part of the dead culture which is then filtered through 

eitz filter. 


(b) Mallein Concentrated.—The procedure is the same as for Mallein 
Subcutaneous except, that the filtrate is evaporated in porcelain dish over 
steam to half the original volume before addition of phenol. Five per cent 
phenol solution is added in sufficient quantity to the concentrated product, to 
give a final concentration of 0.5 per cent. 


3. Standards :— 
(a) Description—A yellowish to brown viscous liquid 


(b) Identification —It produces hot tense. painful swelling when 
injected into the animals infected with A. mallei organisms, 
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_ (c) Sterility Test-—Should comply with the tests for sterility described 
in the general monograph on ‘Diagnostic Antigens’. 


(d) Potency Test :— 


(i) Mallein  stbcutaneous.—Two ponies, previously sensitised with A. 
Mailci and controls, are injected each with 1 ml. of the product subcuta- 
neously in the neck region. The animals are observed for local reaction and 
rise in temperature. Local reaction is manifested by a hot tense, painful 
Swelling becoming prominent within twenty-four hours. The rise in tem- 
perature is observed by recording the body temperature at the time of 
moculation and subsequently at short intervals. A rise in temperature of 
1°C or more above normal is indicative of infection. 


(ii) Mallein Intra-dermo-Palpebral (1.D.P.).—Two ponies previously 
sens‘tized with A. mallei and two healthy ponies are injected intradermally: 
with 0.2 ml. of the product near the rim of the lower eye lid of one eye. 
Typical reactions such as painful swelling of the palpebral tissue with 
mucopurulent discharge from the eye is indicative of infection. The two 
healthy ponies should not show such reactions. 


Similar test in other eye is performed with a previously determined 
patient mallein using as a standard. When the local reactions produced by 
intradermo palpebral infections of the two preparations are comparable the 
batch is passed for issue. 


4. Labelling and Storage-——Should comply with the requirement of 
‘Labelling’ and ‘Storage’ as laid down in the general monograph on ‘Diag- 
nostic Antigen’. 


5. Expiry Date.—The date of expiry of potency shall be not more than 
two years from the date of manufacture when stored at 2°C to 4°C. 


Salmonella Abortus Equi ‘H’ Antigen 
1. Synonym.—Equine Abortion Diagnostic Antigen. 


2. Definition—Salmonella Abortus Equi Antigen is suspension of @& 
pure smooth culture of actively motile Salmonella Abortus equi in formal 
saline. 


3. Preparation.—Standard stain of S. abortus equi is grown on nutrient 
agar in Roux flasks at 37°C for twenty-four hours. The pure growth m 
Roux flasks is washed with normal saline and diluted to contain approxi- 
mately 800 million organisms per ml. Solution of Formaldehyde I.P. 1s 
added to give a final concentration 0.5 per cent and the formolised product 
is incubated at 37°C for twenty-four hours. The final product is dispensed 
in suitable containers. 


4. Standards :— 

(a) Description.—A slightly opalescent liquid containing dead bacteria 
in suspension. 

(b) Identification.—It gives specific agglutination when mixed with the 
serum of the animals infected with S. abortus equi organisms. 

(c) Sterility Test.—Should comply with the test for sterility described 
in the general monograph on “Diagnostic Antigens’. 
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5. Labelling and Storage-——Should comply with the requirements of 
‘Labelling’ and ‘Storage’ as laid down in the general monograph on ‘Diag- 


nostic Antigens’. 


6. Expiry Date.—The date of expiry of potency shall be not more than 
nine months from the date of manufacture when stored at 2°C to 4°C. 


Salmonella Pullorum Coloured Antigen 
1. Synenym.—Bacillary White Diarrhoes (B.W.D.) Antigen. 


2. Definition.—The antigen is a suspension in a solution containing 1 
per cent rormaline, 1 per cent KH2PO, and 0.85 per cent Sodium Chloride 


of pure smooth culture of standard strain of Salmonella Pullorum. 


3. Preparation.—Standard strain of S. Pullorum is grown on sulphur 
agar medium in Roux flasks for five days at 37°C. The pure growth is 
washed with 1.0 per cent Formol Saline. 's 


7 Standardisation 
The antigenic cell suspension is then centrifuged (preferably in cold 


centrifuge) for half an hour at 4000 rotations per minute and the packed 
cell volume determined. The packed cell is then re-suspended in a solution 


é 


lay Rca! Se Sect wr», -& igen ; 


containing 1 per cent formalin, 1 per cent KH, PO, and 0.85 per -centG 


Sodium chloride, 1 ml. of packed cell is suspended in 10 ml. of the resus- 
pendiary solution, mixed thoroughly and is passed through a cotton weal 
pad. he turbidity of the antigenic suspension is usually between 100 to 
125 times Mac Fariand scale standard and optimum 3 cc. of al per cent 
aqueous solution of crystal violet are added to 100 ml. of the antigenic 
Suspension. After making the dye the antigen is allowed to stand forty- 
eight hours before use. The average yield per Roux flasks of culture medium 
is about SO ml. The antigen should be bottled in 10 ml. or 20 ml. quantity 
in amber-coloured bottles and corked with rubber caps and paraffin sealed 
and preserved until required for use within the expiry period. This antigen 
reacts instantly with the blood of all carrier birds and remains permanenily 
negative with that of non-infected birds. 


This antigen gives good reactions with positive sera whose titre is even 
as low as 1: 20. 


4. Standard :— 


(a) Description.—Violet coloured liquid containing dead bacteria in 
Suspension. 


(b) Identification.—It gives specific agglutination when mixed with the 
berum of birds in infected with §. Pullorum infection. It is used for carrying 
Out plate agglutination tests for serological diagnosis for §. Pullorum 


infection in birds. 


_ (c) Sterility Test—Should comply with the test for Sterility described 
im the general monograph on ‘Diagnostic Antigen’, The tests shall be done 
before addition of ‘Crystal Violet’, 

5. Labelling and Storage.-—Should comply with the requirements 
‘Labelling’ and ‘Storage’ as laid down in the general monograph on ‘Diag- 
nostic Antigens’. r 3 


6. Expiry Date.—A six month expiration date for this antigen is recom- 
mended. However, it is advisable to use fresh ones as far as possible, ‘This 
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antigen should be preserved at 4°C to 6°C in dark place in the refrigerator and 
Should not be exposed to hot weather condition for longer than necessary 
before use in the field. 


Salmonella Pullorum Plain Antigen 
1. Synonym.—Bacillary White Diarrhoes (B.W.D.) Plain Antigen, 


2. Definition——The antigen is a suspension of pure smooth culture of 
Salmonella pullorum in phenol saline. . I : 


3. Preparation.—Forty-eight hours old pure culture of smooth strain of 
§. pullorum is washed with 0.5 per cent phenol saline and the pooled suspen- 
Sion is adjusted to contain approximately 800 million organisms per ml. by 
the addition of more carbol saline. The suspension is kept at room tem- 
_ perature for twenty-four hours, and dispensed in suitable containers, 


4, Standard :— 


(a) Description—An opalescent liquid containing dead bacteria in sus- 
pension. 


(b) Identification:—It gives specific agglutination when mixed with the 
serum of birds infected with S. Pullorum. 


_ (c) Sterility Test—Should comply with the tests for sterility described 
in the general monograph on ‘Diagnostic Antigen’. 


5. Labelling and Storage.—Should comply with the requirements of 
_ ‘Labelling’ and ‘Storage’ as laid down in the general monograph on ‘Diagnos- 
tic Antigens’. 

6. Expiry Date-—The date of expiry of potency shall be not more than 
mine months from the date of manufacture when stored at 2°C to 4°C. 


Tuberculin 


(i) Tuberculines are preparations of fluid media on which Mycobac- 
terium tuberculosis has been grown in artificial culture and which has been 
freed by filtration from the bacilli. 


(ii) For the purposes of the Schedule tuberculines are classified in (a) 
Tuberculine-Subcutaneous (b) Heat Concentrated Synthetic Medium 
_(H.C.S.M.) Tuberculine (c) Avian tuberculine. 


2. Preparation :— 

(a) Tuberculine subcutaneous —Flasks containing Henley and Dorset 
svnthetic medium are inoculated with standard human strains of Myco. 
Tuberculosis previously grown on glycerol-beef broth medium for ten days. 
After ten to twelve weeks of incubation at 37°C, flasks containing pure growth 
are steamed for three hours. The contents are filtered through fine meshed 
sieve and the volume is made up to its original with phenolised distilled 
water such that the final concentration of phenol is 0.5 per cent. It is then 


filtered through Seitz filter. 


(b) Heat Concentrated Synthetic Medium ; (H.C.S.M.) Tuberculine-— 
To the strained liquid obtained after sieving as in the method of preparation 
of Tuberculine subcutaneous, glycerol is added in the proportion of 122 ml. 
per litre of the original volume of medium used. The mixture is evaporat- 
ed to one-fifth of the original volume on a steam bath. An equal volume of 
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1 per cent phenol in distilled water is added after the mixture is cooled. The 


Product is stored at 47°C for fourteen days before it is filtered through Seitz 
filter. It is then dispensed in ampoules. 


(c) Avian Tuberculine Concentrated.—The procedure is the Same as 
for Tuberculine Concentrated (H.C.S.M.) except that standard strain of 
Myco-tuberculosis (Avian) is used in its preparation, 


3. Standard :— 
(a) Description.—A yellowish brown viscous liquid. 


(b) Identification —When injected intradermally into the animal infect- 
ed with tuberculosis diffused swelling occurs depending upon the allergic 
Status of the animal, the magnitude of dose and specificity of the product. 
In non-infected animals this reaction js not observed. 


(c) Sterility Test.—Should comply with the test for sterility described 
in the general monograph on ‘Diagnostic Antigens’, 


(d) Potency Test.—(i) Tuberculine subcutaneous—six large white 
guinea-pigs each weighing not less than 300-450 g. are individually inocu- 
lated intramuscularly with 0.5 mg. (Moist growth from solid plants) of 
Mycobacterium tuberculosis three weeks prior to test of each batch of tuber- 


Culine; the following dilutions of (a) test tuberculine and (b) standard 
tuberculine are used :— 


I in 200, 1 in 400, 1 in 800 and 1 in 1600. 


The six sensitized guinea-pigs are depilated on one flank and after about 
twenty-four hours each animal inoculated intradermally with 0.2 ml. of each 
dilution of the two tuberculines in two rows. The reactions are read after 
twenty-four and forty-eight hours. When the local reactions produced by 
the graded inter-dermal injections of the two preparations are comparable 
the brew is passed for issue. 


(ii) Heat Concentrated Synthetic Medium (H.C.S.M.) Tuberculine— 
Six adult white guinea-pigs each weighing not less than 300-450g. and sensi- 
tized three weeks previously with 0.5 mg. (moist growth from solid plants) 
of Myco-Tuberculosis bovine type, injected intramuscularly are used for test 
of each batch. The following dilutions of (a) test tuberculine and (b) 
Standard tuberculine are used :-—_ 


I in 500, 1 in 1000, 1 in 2000 and 1 in 4000. 


The six sensitized guinea-pigs are depilated on one flank and after 
twenty-four hours each animal is inoculated intradermally with 0.2 ml. of 
each dilution of the two tuberculines in two rows. The reactions are read 
after twenty-four and forty-eight hours. When the loca] reaction produced 
by the graded intradermic injections of the two preparations are comparable, 


the test tuberculine is passed for issue. The tuberculine js dispensed in 
ampoules. 


(iit) Avian Tuberculine.—Six adult fowls, with well developed wattles, 
sensitized at least three weeks previously by intramuscular injection with 
10 mg. moist weicht (from solid plants) of twenty-one days old culture of 
Mycobacterium tuberculosis (Avian Type) are used for potency test of each 
batch. In each fowl, one wattle is inoculated with 0.2 ml. of undiluted test 
tuberculine and the other wattle with similar quantity of undiluted standard 
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tuberculine. The reactions in each fowl are read after twenty-four hours 
and forty-eight hours and if comparable the product is passed for issue. 


4. Labelling and Storage—Should comply with the requirements of 


‘Labelling’ and ‘Storage’ as laid d pra pes 
nostic Antigens’. g own in the general monograph on Diag 


5. Expiry Date——The date of expiry of 
potency shall be not more than 
two years from the date of manufacture when Forel at 2°C to 4°C. 


PART IV 


GENERAL 


_1. For the purposes of this Schedule any test or method of testing des- 
cribed in the British Veterinary Codex shall be deemed to be a method 
approved by the Licensing Authority. 


_ 2. The Licensing Authority shall publish in the official Gazette from 
time to time particulars of any test or method of testing approved by him. 


*SCHEDULE FF 
(See rule 126-A) 
Standards for ophthalmic preparations. 
Part-A. Ophthalmic Solutions and suspensions 


Ophthalmic Solutions and Suspensions shall— 

(a) be sterile when dispensed or when sold in the unopened container 
of the manufacturer, except in case of those ophthalmic solutions 
and suspensions which are not specifically required to comply with 
the test for ‘Sterility’ in the Pharmacopoeia. 


(b) contain one or more of the following suitable substances to prevent 
the growth of micro-organisms. 
(1) Benzalkonium Chloride, 0.01 per cent (This should not be used 
in solutions of nitrates or salicylates). 
(ii) Phenyl mercuric nitrate, 0.001 per cent. 
(iii) Chlorbutanol 0.5 per cent. 
(iv) Phenyl ethyl alcohol 0.5 per cent. 


Provided that solutions used in surgery shall not have any preservative 
and be packed in single dose container. 


Provided further that the Licensing Authority may in his discretion autho- 
rise the use of any other preservative or vary the concentration prescribed 
on being satisfied that its use affords equal guarantee for preventing the 
growth of micro-organisms :— 


(c) be free from foreign matter. 


(d) be contained in bottles made of either neutral glass or soda glass 
specially treated to reduce the amount of alkali released when in 
contact of aqueous liquids, or in suitable plastic containers which 
would not in any way be incompatible with the solutions, 


——vAmended under’ Govt. of India, Ministry of Health, FP. WH. and UD, Notifica- 
tion No. F-1-13/69-D dt. 3-1-79. 
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The droppers to be supplied with the containers of ophthalmic solutions ‘ 
and suspensions shall be made of neutral glass or of suitable plastic material 
and when supplied separately shall be packed in sterile cellophane, or other 


Suitable packings. 


(¢) In addition to complying with the provisions of labelling laid Gown 
in the rules the following particulars shall also be shown on the 


label :— 
(1) of the containers 


(1) The statement ‘Use the solution within one month after 
opening the container’. 


(ii) Name and concentration of the‘ preservative, if used. 
(iii) The words ‘NoT FOR INJECTION’. 


(2) of container or carton or package leaflet 
(i) Special instructions regarding Storage, wherever applicable. 
(ii) A cautionary legend reading as 


“WARNING (i) if irritation persists or increases, discontinue the 
use and consult physician. 


(ii) Do not touch the dropper tip or other dis- 
pensing tip to any surface since this may con- 
taminate solutions.” 


Part-B. Ophthalmic. Cintments 
Ophthalmic Ointments shall— 


(a) be sterile when dispensed or when sold in the unopened container 
of the manufacturer, 


(b) be free from foreign matter. 


(c) in addition to complying with the provisions for labelling laid down 
in the rules the following particulars shall be shown on the container 
or carton or package leaflet-— 


(i) Special instructions regarding storage wherever applicable. 
(ii) A cautionary legend reading 7 
“Warning :—If irritation persists or increases discontinue the 
use and consult physician.” 
*SCHEDULE G 


[See Rule 97] 
Aminopterin. 
Busulphan; its salts. 
Carbutamide. 
Chlorambucil; its salts. 
Chlorpropamide; its salts. 
Cyclophosphamide; its salts, 


*Amended ander Govt. of Indi ‘* Ministry of Health, F.P., W.H. and U.D. Noticca* 
tion No. F. 1-63/61-D, dated 17th July, 1963, 


egal A END . 
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Mannomustine; its salts, 
_6-Mercaptopurine; its salts. 
Metformin; its salts. 

_ Methotrexate; its salts. 

_ Methsuximide. 

- Paramethadione. 

4 Phenformin; its salts. 

_ Phensuximide. 


je 


_ Thyroid gland; active principles; their salts 


 Tolbutamide. 
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_ Triethanomelamine; its salts. 
__ Triethylene Thiophosphoramide. 
-_- Troxidone. 


__Note.—Preparations containing the above substances are also covered 
by this Schedule. 


*SCHEDULE H 
e [See Rule 65 and 97] 


Allyi isopropylacetylurea. 
Amidopyrine; its salts; amidopyrine sulphonates; their derivatives, their 
Apiol. 

_ Arsenic, organic compounds of, for injection. 


:  Barbituric acid; its salts; derivatives of barbituric acid, their salts, com- 


pounds of barbituric acid, its salts, its derivatives, their salts with any other 
substance. 


____ Beta-aminopropylbenzene (amphetamine) ; its salts; its derivatives, their 


salts; beta-amino-isopropyl-benzene, its salts; its N-alkyl derivatives; their 


salts, except when present in appliances for inhalation. 
Chloral Hydrate. 
Cyclophosphamide; its salts. 

soehmensed by Government of India Notification No. 


F, 1-63/61-D, dated 17th July 


- 
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Diaminodiphenylsulphone; its salts and derivatives. 
Di-isopropylfluorophosphonate, 


_ Dinitro cresols, their compound with a metal or a base except prepara- 
tions in use in agriculture or horticulture. 


Dinitronaphthols; dinitrophenols; dinitrothymols. 
Disulfiram. 
Dithienylalyalmineldithienylallylamines; their salts. 


Drugs coming within the purview of the Dangerous Drugs Act, 1930, 
and marked with an asterisk (*) in Schedule E to the Drugs and Cosmetics 
Rules, 1945. 


Epinephrine; its salts. 


Ergot, alkaloids of; their salts; their derivaties; the salts of their 
derivatives. 


Gallamine; its salts; its quaternary compounds. 
Levartcrenol; its salts, 


Metamizole. 
Methyl! phenidate; its salts. 


Mustine; its salts. 
Oxazolidine; its salts. 


Para-amino benzene sulphonamide; its salts, derivatives of para amino 
benzene sulphonamide having any of the hydrogen atoms of the para amino 
group of the sulphonamide group substituted by another radical excluding 
carbutamide; their salts. 


Phenylacetylurea. 

Phenylbutazone; its salts; its derivatives, their salts. 

Phenylcinchoninic acid; its salts; its esters; the salts of its esters. 
2-(Phenylo-tolymethoxy) -ethyl dimethylamine; its salts. 
3-piperidino-1-phenyl bicycloheptenyl propanol. 
Polymethylene-bis-trimethylammonium salts. 

Rauvolfia, alkaloids of; their salts; their esters; the salts of their esters. 
Reserpine; its salts; its derivatives; their salts, the salts of its esters. 
Saticylcinchoninic acid, its salts; its esters; the salts of its esters. 
Sulphonals; alkyl sulphonals. 

Tri-(2-chlorethyl) amine; its salts. 

Note.—Preparations containing the above substances, excluding those 


intended for topical or external use are also covered by this Schedule, unless 
otherwise specified. : 
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[See Rule 101 (4)] 


Particulars as to proportion of poison in certain cases 


a ca ee ee ee 


Name of poison Particulars 


Alkaloids, 


Aconite, alkaloids of The proportion of any one alkaloids of aconite 


that the preparation would be calculated to 
contain on the Assumption that all the 
alkaloids of aconite in the preparation were 

that alkaloid. 
Belladonna. alkaloids of Calabar The same as above. with the substitution for 
beans, alkaloids of the reference to aconite of a reference to 
Coca, alkaloids of, Colchicum, al belladonna. calabar bean or Such other 


alkaloids of the said poisons as the case ma 
kaloids of Saitiire. 7 


Ephedra, alkaloids of Ergot, alkaloids of 
Gelsemium, alkaloids of 

Jaborandi, alkaloids of 

Lobelia, alkaloids of 

Pomegrenate, alkaloids of 


Quebracho, alkaloids of, other than the 
alkaloids of red quebracho 


Sabadilla, alkaloids of, Solanaceous alka- 
loids mot otherwise included in 
Column I of Schedule E. Stavesacre, 
alkaloids of 


Veratrum, alkaloids of 
Yohimba, 


Antimonial! poisons The proportion of antimony trioxide (Sb203) 


or antimony pentoxide (Sb2Os) that the pre- 
Paration would be calculated to contain 
On the assumption that the antimony (Sb) 
in the poison had been wholly converted into 
antimony trioxide or antimony pentoxide as 
the case may be. 


Arsenic. organic compound of : - The proportion of arsenic trioxide (As203) 
or arsenic pentoxide (As,0O;) that the pre- 
Paration would be calculated to contain on 
the assumption that the arsenic (As) in the 
poison has been wholly converted into arse- 
nic triOxide or arsenic pentoxide as the case 
may be. 
Barium, salts of . , - F . The proportion of one particular barium salt 
which the preparation would be calculated 
- to contain on the assumption that the 
barium (Ba) in the poison has been wholly 
converted into that salt, 
Digitalis, glycosides of; other active The number of units of activity as defined in 
principles of digitalis. the Indian Pharmacopoeia contained in 
specified quantity of the preparation. 


*Amended by Government of India Notification No, F, 1-63/61-D, dated 17th July 
963. 
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Name of poison 


ee 
cyanic acid; cyanides; double The proportion of hydrocyanic acid (HCN) 
Sides of mercury aad wing: «’ that the preparation would be calculated to 
contain on the assumption that the cyanides 
in the poison had been wholly converted 

into hydrocyanic acid 


Pariiculars 
pia 


Insulin ; ‘ : ; ; The number of units of activity as defined in 
the Indian Pharmacopoeia contained in 4 
specified quantity of the preparation. 


ds from The proportion of lead oxide (Pbo) that the 


ea ompounds of, with aci : 
E oe Avg preparation would be calculated to contain 
on the assumption that the lead in the 
Poison had been wholly converted into:lead 
oxide. 
Mercury, Organic compound of ; _ The proportion of organically combined 
: mercury (Hg) contained in the prepara. 
tion. 
Nux Vomica . The proportion of Strychnine contained in 
the preparation. 
Opium = ; ; é a ; ae proportion of morphine contained in the 
preparation 
Phenols . : : : : . The proportion of phenols (added together) 
contained in the preparation. 


The proportion of phenols (added together ) 
that the preparation would be calculated to 
contain on the assumption that the com- 
pound of phenols with a metal had been 
wholly converte into the corresponding 
phenols. 


Compound of phenol with a metal 


Pituitary gland, the active principles of . Fither 
(a) the number of units of activity as defined 
in the Indian Pharmacopoeia, contained 
in a specified quantity of the preparation; 

or 


(b) the proportion of pituitary gland, or of 
anterior or of posterior lobe of the gland 
as the case may be, contained in the 
preparation; Cr 


(c)the amount of pituitary gland. or of 
anterior or posterior lobe of the gland as 
the case may be from which a specified 
quantity of the preparation was obtained. 
together with an iNdication whether 
the amount relates to fresh or dried 
gland substance, 


The proportion of potassium monoxide (K,O 
which the preparation would be calcula 
to contain on the assumption that the 
Potassium hydroxide in the preparation 
had been wholly converted into potassium 
monoxide, 


Potassium hydroxide Rare ‘ ‘ 


The proportion of Sodium monoxide (Na,0) 
which the preparation would be calculated 
to contain on the assumption that the 
sodium hydroxide in the preparation had 
rR wholly converted into sodium mono- 
xide. 


ra aS a SE RE TTI SRT NE TT 


Sodium hydroxide . 


THE 


Name of Poison 
eterno 
Strophanthus, glycosides of 


Suprarenal gland, the active principles of. 
their salts, 


- Thyroid gland, the active principles of 
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Particulars 


The amount of Standard Tincture of Stro- 
phanthus as defined in the Indian Pharma- 
copocia which possesses __ the same 
activity as a specified quantity of the pre- 
Paration when assayed by the method 
described in the said Pharmacopoeia, 


Either — 


(a) The proportion of Suprarenal gland of 
the cortex or of the medulla of the gland 


as the case may be contained in the 
Preparation: or 


(b) the amount of suprarenal gland or of the 
cortex Or of the medulla of the gland as 
the case may be, from which a specified 
quantity of the preparation was obtained 
together with an indication whether the 


amount relates to fresh or dried giand 
Substance. 


Either— 


(a) the proportion of thyroid gland contained 
ip the Preparation, or 


whether the amount relates to fresh Or 
dried gland. 


. 
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*SCHEDULE J 
(See rule 106) 


Diseases and ailments (by whatever name described) which a drt 
Prevent or cure 


. Appendicitis. 

. Arteriosclerosis. 
. Blindness. 

. Blood Poisoning. 
. Bright’s disease. 
. Cancer, 

f Cataract. 

. Deafness. 

. Diabetes, . 


CONIA WM A WW & 
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. Disorders of menstrual flow. 
14. Disorders of the nervous system. 


‘§ May not purport to 


. Diseases and disorders of the optical system. 
. Diseases and disorders of the brain. 
. Diseases and disorders of the uterus. 


*A mended by Govt. of India Ministry of Health F.P. and U.D. Notification No, 


F.1-14/68-D. dated 26-10-68. 
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15. Disorders of the prostatic gland. 
16. Dropsy. 

17. Epilepsy. 

18. Female diseases (in general). 
19. Fevers (in general). 

20. Fits. 

21. Gall stones, kidney stones and bladder stones. 
22. Gangrene. 

23. Glaucoma 

24. Goitre. 

‘25. Heart diseases. 

26. High or low blood pressure. 
27. Hydrocele. 

28. Hysteria. 

29. Infantile paralysis. 

30. Insanity 

31. Leprosy. 

32. LeuCoderma. 

33. Lockjaw. 

34. Locomotor Ataxia. 

35. Lupus. 

36. Nervous debility. 

37. Obesity. 

38. Paralysis. 

39. Plague. 

40. Pleurisy. 

41. Pneumonia. 

42. Rheumatism. 

43. Ruptures. 

44. Sexual impotence. 

45. Smallpox. 

46. Sterility in women. 

47, Trachoma. 

48. Tuberculosis. 

49. Tumours. 

50. Typhoid fever. 


51. Ulcers of the gastrointestinal tract. 


52. Veneral diseases including syphillis, go : 
. , gonorrhoea, s ‘ ” 
and lympho granuloma, tate oft Chancre, veneral granuloma 
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SCHEDULE K 


(See Rule 123) 


* ¥ et nepetensnestenesensineneteserstenseseneeee=-er 
sf Extent and Conditions of Exemption 


Class of Drugs 


1. Drugs falling unterclause(b)(i) of Sec- All the provisions of Chapter IV of the Act 


tion 3 of the Drugs and Cosm:»tics 
Act not intended for medicinal use. 


2. Omitted 


and the Rules thereunder subject to the 
Conditions that the drug is not sold for 
medicinal use or for use in the manufac- 
ture of medicines and that each container 
is labelled conspicuously with the words 
“NOT FOR MEDICINAL USE”. 


(Omitted by Government of India Notifica- 


tion No. F. I-56/47-D dated 16-1-1950). 


*2A. Quinine and other antimalarial Persons selling the drugs by retail under 


drugs. 


@3. 


@4. 


arrangements made by State Government 
for sale and distribution of the drugs will 
be exempted from the requirement to take 
out licences for retail sale under Clause (c)t 
of Section 18 of the Act. 


T5. Drugs supplied by aregistered medi- All the provisions of Chapter IV of the 


Cal practitioner to his own patient 
or any drug specific in Schedule 
C supplied by a registered medical 


practitioner at the request of another **(1) The drugs 


suCh practitioner if it is specially 
prepared with reference to the Con- 
dition and for the use of an individual 
patient provided the  regi-tered 
m=2dical practitioner is not (a) keep- 
ing an open shop or (b) selling across 
the counter or (C) engaged in the 
imDortation, manufacture,  distri- 
bution or sale of drugs in India to a 
degree which render him liable to 
the provisions of Chapter IV of the 
Act anil the Rules thereunder. 


Act and the Rules made thereunder 
Subject to the following conditions : 


shall be purchased only 
from a dealer or a manufacturer li- 
censed undér these rules and records 
of such purchases showing the names 
and quantities of such drugs together 
with their batch numbers and the names 
and addresses of the manufactures 
shall be maintained. Such records 
shall be open to inspection by an 
Inspector appointed under the Act 
who my, if necessary, make enquiries 
about purchases of the drugs and may 
also take samples for test.” 


tAmended under Government of India Notification No. F. I-22/59-D.. dated 9-4-1960, 
*A ided unler Government of India Notification No. F. I-2/47-D, dated 13-2-1950, 
@Omitted by Govt. of India Ministry of Health. F.P.. W.H. and U.D. Notification 


No. F. I-6/62-D dated 2-7-69. 


+Amended under Government of India Notification No. F. I-22/59-D. dated 9-4-1960. 
**Amended by Min. of Health & F.W. Notification No, X-11013/3/76-D&MS. 


dated 19-8-78. 
24—817DGHS/77 
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Class of Drugs Ex‘ents and Condition of Exemption 


(2) In the case of medicine containing a’ 
substance specified in Schedule E, the 
following additional conditions shall | 
be complied with. 


(a) the medicine shall be labelled with 
the name and address of the registered 
medical practitioner by whom it is 
supplied ; 


(b) if the medicine is for external applica- 
tion, it shall be labelled with the 
words “Poison. For External use 


only”’ or, if it is for internal use with 
the dose; 


(c) the name of the medicine or ingredients 
of the preparation and the quantities 
thereof, the dose prescribed, the 
name of the patient and the date of 
supply and the name of the person 
who gave the prescription shall be 
entered at the time of supply in 
register to be maintained for the 
Purpose ; 


(d) the entry in the register shall be given a 
number and that number shall be en- 
tered on the label of the container : 


(ce) the register and the prescription if any 
on which the medicines are issued 
shall be preserved for not less than two 
years from the date of the last entry 
in theregister or the date of the prescrip- 
tion as the Case may be. 


SA. Drugs supplied by a hospital or The Provisions of Cha 
i¢d pter IV of the Act and 
dispensary maintained or supported the Rules thereunder which require them 
by Government or local body or by to be Covered by a sale licence, subject to 
charity or voluntary subscription. the following Conditions : 


(1) the dispensing and supply of drugs shal] 
be Carried out by or under the super- 
vision of a qualified person; 


(2) the premises where drugs are supplie 
or stocked shall be open to Lapetige 
by an Inspector appointed under the 
Drugs and Cosmetics Act who Can, if 
necessary, take samples for test; 


(3) the drugs shall be stored under proper 
Storage Conditions. : 


Se ee 
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6. Medicine supplied by a veterinary All the provisions of Chapter IV of the Act 
hospital or by a veterinary surgeon . and the Rules thereunder, subject to the 
Conditions that in the Case of medicine Con- 
taining a substance specified in Sdhedule E, 
the Container shall bear a label indicating 
that the medicine is intended for animal 

treatment. 


7. Quinine sulphate . . : . The provisions of sub-section (a)(i) of Section 
18 of the Act to the following extent :— 


(i) the Colour-of the drug may be pink, owing 
to its being Coloured with an edible 
pink Colouring matter; 


(ii) the B. P. tests for readily carbonisable 
substances produce a yellow Colour of 
an intensity about four times the colour 
produced with quinine sulphate con- 
forming to the B.P. standard; 


(iii) other Cinchona alkaloids present shall 
not exceed six per Cent; and 


(iv) the residue on incineration shall not 
exceed 0-14 per cent. 


Magnesium Sulphate = : - The provisions of sub-clause (i) of Clause (ii) 
of Section 18 of the Act to the following 
extent : 


Chlorides present in the salt shall not exceed 
0-12 per Cent in the case of the produce 
prepared from sea water. 


*10. Ta> folloving substances which are All the provisions of Chapter IV of the Act 
used both as articles of feod as well and the Rules thereunder. 
as drugs :-— 


(i) all Condensed or powdered milk 
whether pure skimmed or malted, 
fortified with vitamins and mine- 
rals or otherwise. 


(ii) Farex Oats: and all other similar 
cereal preparations whether forti- 
fied with vitamins or otherwise 
excepting those for parenteral use. 


(iii) Virol, Bovril, Chicken essence 
and all other similar predigested 
foods. 
eT 
tAdded under Government of India Notification Na. F, I-19/50-DS. dated 30-3-1953. 


*Added under Government of India Notification’No, DR/Sch. Ddk/F. I-40/54-Ds, 
ated 27-1-1955, 
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Class of Drugs 


@@ (iv) Ginger, Pepper, Cumin. Cinna- 
mon and all other similar spices 
and Condiments unless they are 
specially labelled as Conforming 
to the standards in the Indian 
Pharmacopoeia or the official 
pharmacopocias and official Com- 
pendia of drug standards prescri- 
bed under the Act and Rules made 
thereunder. 


+12. Substances intended to be used for 
destruction of vermin or insects 
which Cause disease in human beings 
or animals viz. Insecticides and 
Disinfectants. 


Extent and Conditions of Exemption 


The provisions of Chapter IV of the Act and 


the Rules thereunder which require them 
to be Covered by a sale licence @subject to 
the Conditions that provision of Condi- 
tion (17) of rule 65 of the Drugs and 
Cosmetics Rules, 1945 are Ccmplied with 
by the person stocking or selling sich 
substances. 


*13. The following household remedies, The provisions of Chapter IV of the Act and 


namely :— 
**(1) Aspirin tablets. 
(2) A.P.C. tablets and powders. 
(3) Analgesic Balms, 
(4) Antacid preparations. 
(5) Gripe Water for use of infants. 
(6) Inhalers, containing drugs for 
treatment of cold and nasal 
congestion. 
(7) Syrups, lozenges, pills and tablets 
for cough. 
(8) Liniments for external use. 
(9) Skin Ointments and ointments 
for burns. 
(10) Absorbent cotton wool, bandages, 
absorbent gauze and adhesive 
plaster. 


(11) Castor oil, liquid Paraffin and 
Epsom Salt. 


(12) Eucalyptus Oil. 


(13) Tincture Iodine, Tincture Ben- 
zoin Co., and Mereurochrome so- 
lution in containers Not exceeding 
100 ml. 


<——— ee 


the Rules thereunder which require them 

to be covered with a sale licence in Form 

20-A subject to the following conditions : 

(a) The drugs are sold only in a yillage 
haying population of Dot more than 
one thousand persons aNd where there 
is No licensed dealer under the Drugs 
and Cosmetics Act; 

(b) the drugs do Not contain any substance 
specified in Schedules E and L; 

(c) the drugs are sold in the original un- 
opened containers of the licensed 
manufacturers; 


(d) when the drugs are sold uNder clause 
(a)condition 3 under “Conditions of 
licence’’, of Form 20-B shall Dot apply. 


a aags by Government of India Notification No. F. I-20/60-D, dated 24th January 


*Added under Government of India Notification No. F. I-19/59-D, dated 13th June 


1961. 


*#*Amended by S.O. No. 2139 dated the 12-8-1972 (Govt. of India Notification No. 


X. 11014/12/72-D dated the 5th June, 1972). 
@Added by G.S.R. 926 dated 16-7-1977 (Government_of India Notification No. X — 


11014/6/76-D & MS dated the 24th June, 1977), 


@@Amended by G.S.R. No. 19 dated 7-1-1978 (Government of ; : . 
so. X. 11013/7/71-D & MS dated 15-12-1977), (Governmen India Notification 


te - 
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Class of Drugs Extent and Conditions of Exemption 


(14) Tablets of Quinine Sulphate I.P. 


(15) Tablets of Todochlorohydroxy 
quinoline—250 mg. 


£14. Mechanical Contraceptives . - The provisions of Chapter IV of the Act and 
Rules thereunder, which require them to 
be covered by a sale licence, @ @subject to 
the condition that the provisions of con- 
dition (17) of rule 65 of the Drugs and 
Cosmetics Rules, 1945 are complied with 
by the person stocking or selling mechani- 
cal contraceptives. 


$15. Chemical Contraceptives .. . Family Planning Centres and other agencies 
authorised by the Government for the 
distribution of chemical contraceptives 
Shall be exempted from the provisions of 
Chapter IV of the Act and Rules there- 
under, which require them to be covered 
by a sale licence, 


*16. Cosmetics . is : . The provisions of Chapter IV of the Act and 
the Rules made thereunder, which require 
them to be covered by a licence for sale 
provided that the cosmetics sold, if of 
Indian origin, are manufactured by licensed 


manufacturers. 
f17. Ophthalmic ointments of the Persons authorised by the Government to 
Tetracycline group of drugs. distribute or sell the drugs under the 


National TrachOma Control Programme 
Shall be exempted from the provisiOns of 
Chapter IV of the Act and the Rules 
made thereuNder, which require the drugs 


98419 to be covered by a sale licence. 


**19. Hair Fixers, nimely macilagenous The provisions of Chapter IV of the Act and 
Preparations containing gums, used the Rules thereunder, 
by m2a for fixing beard. 


@@20. Radio Pharmaceuticals ; . All the provisions of Chapter IV of the Act, 
and the Rules made thereunder. 
M21. Tablets of Chloroquine Salts. . . The provisions of Chapter IV of the Act 


and Rules thereunder, which require them 
to be covered bya sale licence, provided 
the drug in strip pack is sold under the 
Commercial Distribution scheme of the 
National Milaria Eradication Programme 
and duly labelled as ‘‘National Malaria 


Eradication Programme—Ministry of 
Health and Family Welfare, Government 
of India-’’ 


3 cea under Government of India Notification No. F. 1-39/61-D, dated 23rd March ; 
96 Nate under Government of India Notification No. 1-36/64-D, dated 17th August, 
) oe hated under Government of India Notification No. 1-21/63-D, dated 4th January, 


**Added by S.O. No. 2139 dated 12-8-1972 (Government of India Notification No. X. 
11014/12/72-D, dated the 5th June, 1972). ; eee 
@@Added under G.S.R. No. 926 dated 16-7-1977 (Government of India Notification 
No. X. 11014/6/76-D&MS, dated 24-6-1977). ie 
_ ***Deleted under G.S.R. No. 1594 dated 13-11-76 (Government of India Notification 
No. X. 11014/4/76-D&MS, dated 28-10-1976). 
__ @Added under G.S.R. No. hy dated 11-11-1977 (Government of India Notification 


No, X. 11014/1/77-D&MS, dated 11-11-1977). 
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*SCHEDULE L 


[See Rules 65(9) and 97] 
Adrenocorticotrophic hormone (ACTH). 


Androgenic, anabolic, oestrogenic, and progestational substances, the 
following— 


Benzoestrol. 


Derivatives of stilbene, dibenzyl or naphthalene, with oestrogenic acti- 
vity; their esters. ; 


Steroid compounds with androgenic ro anabolic, oestrogenic or preges- 
tational activity; their esters. 


Antibiotics specified below, their salts and derivatives; and salts of their 
derivatives. 


Bacitracin. 
Carbomycin. 

Chioramphenicol. 

Chlortetracycline. 

‘Colimycin. 

Dihydrostreptomycin. 

Erythromycin. 

Framycetin. 

Gramicidin. 

Griseofulvin. 

Kanamycin. 

Neomycin. 

Novobiocin. 

Nystatin. 

Oleandomycin. 

Oxytetracycline. " 
Penicillin. ' 
Paramomycin. 

Polymyxin. 

Spiramycin. 

Streptomycin. 

Tetracycline. 

Tyrothricin. 

Vancomycin. 

Viomycin. 

Amitriptylline; its salts. 


_ iL.  . «¢ & 22 oe ke ee, i ene 
a, by Government of India Notification No. F. 1-63/61-D, dated 17th June 
196 
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Antihistamine substances, the following: thei ivati 
: See : ; their salts, e s 
Salts of their derivatives— g a their derivatives, 


Antazoline, © 

Bromazine. 

Buclizine. 
-Chlorcyclizine, 

Diphenhydramine. 

Diphenylpyraline. 

3-Di-N-butyl-aminoethyl-4, 5, 6-trihydroxyphthalide, 
Isothipendyl -(N-dimethylaminoisopropyl thiophenyl pyridylamine). 
Meclazine. 

Phenindamine. 

Pheniramine. 

Promethazine. 

Prophenpyridamine. 


Thenalidine; —_[1-Methyl-4amino-N-Phenyl-N’ (2-Theny]) -Piperidine] 
Tartrate. 


Substances being tetra-subsititued N-derivatives of ethylene diamine or 
propylene diamine. 

Azapetine its salts. 

Benactyzine, its salts. 

Bendrofluazide. 

Benzthiazide. 

Brethylium Tosylate. 

Captodine; its salts. 

Chlorisondamine Chloride. 

Chlormezanone. 

Chlorpromazine; its salts, 

Chlorprothixene. 

Chlorthiazide. 

Citrated Calcium Carbimide. 

Clidinium Bromide. 

Cortisone, hydrocortisone, prednisone, prednisolone, triamcinolone and 
dexamethazone; their esters; their derivatives and esters of their derivatives. 

Cyclopenthiazide. 

Dithiazinine Iodide. 

Ethionamide. 

Glutethimide; its salts. 

Guanethidine. 
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Hexadimethrine Bromide, 
Hexecyclium methyl Sulphate, 
Hydrechlorthiazide, 

Inipramine; its salts. 
Hydroflumethiazide. 

Hydroxyzine; its salts, 

Imipramine; its salts. 

Iron preparations for parenteral use. 
Isocarboxacid. 


Isonicotinic acid hydrazide and other hydrazine derivatives of isonicoti- 
nic acid: their derivatives; their salts. 


Isoxsuprine. 

Meprobamate. 

Methaqualone; its salts. 

Methylchlothiazide, 

Methylpentynol; its esters and other derivatives. 
Metronidazole. 


Nialamide; its salts, 


Oxytocin, prepared from the pituitary body or by synthesis. 
Para-aminosalicylic acid; its salts; its derivatives, their salts. 
Pempidine; its salt. 

Pecazine; its salt. 

Phenelzine; its salts. 


Phenothiazine, derivatives of and salts of its derivatives not otherwise 
specified in this Schedule. 


Phenynamido); its salts. 
Pituitary gland, the active principles of, not otherwise specified in this 
Schedule, and their salts, 
Pivazide. 
Polythiazide. 
Promazine; its salts. 
Pyrvinium; its salts. 
Sorbide Nitrate. 
Spiranolactone. 
Thiopropazate; its salts, 
Tranylcypromine; its salts. 
Trimeprazine; its salts. 


Visopressin, prepared from the pituitary body or by synthesis. 
Note.—1. Preparations containing the above substances excluding those intended for 
topical, or external use, are also covered by this Schedule. 
2. The inclusion of any substance in Schedule L does not imply or con 


that such substance is exempted from the provisions of rule 30-A of the 
Drugs and Cosmetics Rules. 
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*SCHEDULE M 
[See Rules 71, 71-A and 76] 
(1) Requirements of Factory premises 


(A) Location and surroundings.—The factory shall be situated in a 
place which shall not be adjacent to an open sewage, drain, public lavatory 
or any factory which produces a disagreeable or abnoxious odour or fumes 
or large quantities of soot, dust or smoke. The factory shall be located in 
a sanitary place, remote from filthy surroundings. 


(B) Buildings.—The buildings used for the factory shall be constructed 
so as to permit of production under hygienic conditions. They shall con- 
form to the conditions laid down in the Factories Act, 1948 (63 of 1948). 
The part of the building used for manufacture shall not be used as a sleeping 
place and no sleeping place adjoining to it shall communicate therewith 


except through open air or through an intervening open space. 


m The walls of the room in which manufacturing operations are carried 
~ out shall, up to a height of six feet from the floor, be smooth, water-proof 
and must be capable of being kept clean. The flooring shall be smooth, 
even and washable and shall be such as not to permit of retention or accu- 
mulation of dust. There shall be no chinks or crevices in the walls of 


floor. 


(C) Water Supply.—The water used in manufacture shall be pure and 
of drinkable quality, free from pathogenic micro-organisms. 


(D) Disposal of Waste.—Waste water and other residues from the 
laboratory which might be prejudicial to the workers or to public health shall 
’ be disposed of after suitable treatment to render them harmless. 


(E) Health, Clothing and Sanitary requirement of the Staff—All 
workers shall be free from contagious or abnoxious disease. Their clothing 
shall consist of a white or coloured uniform suitable to the nature of work 
and the climate, and shall be clean. Adequate facilities for personal clean- 
liness, such as clean towels, soap and hand scrubbing brushes shall be pro- 
vided separately for each sex. The workers shall be required to wash and 
change into clean footwear before entering the rooms where the manufactur- 
ing operations are carried on. The workers shall also be required to weat 
either a clean cap or a suitable head gear so as to avoid any possibility of 
contamination by hair or perspiration. For those engaged in filling and 
sealing of containers for parenteral preparations, suitable cotton masks 
should be provided to cover the nostrils and mouth during work. 


(F) Medical Services.—The manufacturer shall provide : 


(1) Adequate facilities for First Aid. 


(2) Medical inspection of workers at the time of employment and 
periodically check up thereafter at least once a year. 


(3) Facilities for vaccination and inoculation against the enteric or any 


other epidemic group of diseases. 


(4) Adequate precautions for safeguarding the head of the workers, 
including measures to avoid industrial accidents or diseases. 


F 1.60/61-D, dated 12th July 


*Amended by Government of India Notification No. 
196 
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(G) Working benches shal] be provided for carrying out operations: 
such as filling, labelling, Packing etc. Such benches shall be fitted with 
Smooth, impervious tops capable of being washed. 


cleaning and drying such containers with suitable equipment for the purpose. 
Sterilising facilities Where necessary should also be provided. 


(2) Requirements of Plant and Equipment 


(A) The following equipment is recommended, for the manufacture of 
intments, Emulsion or Lotions and Suspensions : 


. Mixing tanks. 

- Kettle, steam, &as or electrically heated. 
- A suitable power-driven mixer, 

. Storage tanks or pots. 

- A colloid mill or a Suitable emulsifier, 

- A tripleroller mill or an Ointment mill. 
- Liquid filling equipment, 

. Jar or tube filling equipment, 


CON NU RW Hm 


An area of 30 Square metres is recommended for the basic installations, 


(B) The following equipment is recommended for manufacture of 
Syrups, Elixirs and Solutions 


1. Mixing and storage tanks, 
2. Portable mixer. 


. Filter press or other Suitable filtering equipment, such as metafilter or 
sparklet filter, 


4. Vacuum or gravity filter. 
5. Water still or Deioniser, 


eo) 


An area of 30 Square metres is recommended for the basic installations. 


(a) Granulating Section - 
(b) Tableting Section : 
(c) Coating Section - 
The following equipment is recommended in each of the three Sections, 
(a) Granulating Sections ; 
1. Disintegrator, 
2. Powder Mixer. 
3. Mass Mixer, 
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4, Granulator. 
5. Ovens, thermostatically controlled. 


(b) Tableting Section : 
1. Tablet machine, single punch or rotary. 
2. Pill machine. 


3. Punch and dies storage cabinet. 
4. Tablet counter. 
The Tableting Section shall be free from dust and floating particles. 


For this purpose, it is desirable that each tablet machine is connected either 
to an exhaust system or isolated into cubicles. 


(c) Coating Section: 
1. Jacketed kettle, steam, gas or electrically heated for preparing 
solution. 
2. Coating pan. 
3. Polishing pan. 
4. Heater and exhaust system. 
The coating section shall be made dust-free and suitable exhaust pro- 
vided to remove excess powder and the fumes resulting from solvent evapo" 


ration. An area of 30 square metres for each of the above three Sections 
is recommended for basic installations. 


The manufacture of Hypodermic Tablets shall be conducted under 
aseptic conditions in a separate air-conditioned room, the walls of which 
shall be smooth and washable. The granulations, tableting and packing 
shall be done in this room. 


(D) The following equipment is recommended for the manufacture of 
Powders. 


1. Disintegrator. 

Mixer. 

. Sifter 

- Stainless steel vessels and scoops of suitable material. 


. Filling equipment. 

In case of operations involving floating particles of fine powder or dust 
a suitable exhaust system shall be provided. Workers should be provided 
with suitable masks during operation. 

An area of 30 square metres is recommended to allow for the basic 


operations. Where the actual powdering is to be done on the premises an 
additional room shall be provided for the purpose. 


(E) The following equipment is recommended for filling of Hard 
Gelatin Capsules. 
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1, Mixing and blending equipment, 

2. Capsule filling units, 

3. Capsule counters. 


An area of 20 square metres is recommended for the basic installations 
for capsules filling. The room Shall be air conditioned and also dehumi- 
dified wherever necessary, 


In case of operations involving floating particles of fine powder of dust 
a suitable exhaust system shall be provided. 


(F) The following equipment is recommneded for the manufacture of 
Surgical Dressings other than Absorbent Cotton Wool : 
1. Rolling machine, 
2. Trimming machine. 
3. Cutting equipment, | 
4. Folding and pressing machine for gauze. 
5. Mixing tanks for processing medicated dressings, 
6. Hot air drying ovens. 
7. Steam steriliser or dry heat steriliser, 
An area of 30 square metres is recommended to allow for the basic 


installations, In case medicated dressings are to be manufactured another 
room with an area of 30 Square metres shall be provided. 


(G) The following equipment js recommended for manufacture under 
aseptic conditions of Eye-Ointments, Eye-Drops, Eye-Lotions and other pre- 
Parations for external se : 


1. Hot air oven electrically heated With thermostatic control], 


2. Kettle, gas or electrically heated with Suitable mixing arrange- 
ment. 


3. Colloid mill or Ointment mill. 
4. Tube filling equipment. 


5. Mixing and Storage tanks of stainless steel or of other suitable 
material, 


6. Sintered glass funnel, Seitz filter or filter candle, 
7. Liquid filling equipment, 
8. Autoclaves. 
An area of 25 metres is recommended for the basic installations, 


square 
The manufacture and filling shall be carried Out in an air-conditioned room 


under aseptic conditions. The room Shall be further dehumidified if 
Preparations containing antibiotics are manufactured, 


(H) The following equipment jis recommended for manufacture of 
Pessaries and Suppositories : 


1. Mixing and pouring equipment. 
2. Moulding equipment, 


An area of 20 Square metres is recommended to allow for the basic 
installations, 


4 


— 
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In case of pessaries manufactured b 
_ the licensee does not have a tablet 
_ Metres and the following equipment 


1. Mixer. 

2. Granulator. 

3. Drier. 

4. Compressing machine, 

5. Pessary and tablet counter. 


y granulation and compression, _ if 
section, a separate area of 30 square 
Is Considered necessary. 


" (I) The following equipment is recommended for manufacture of 
_ Inhalers and Vitrallae : 
a 


’ 1. Mixing equipment. 


2. Graduated delivery equipment for measurement of the medicament. 
3. Sealing equipment. 


An area of 20 square metres is recommended for the basic installations. 


(J) The following equipment is recommended for the 
installations of drugs and Pharmaceutical] Chemicals : 


1. Sifter. 

2. Stainless steel scoops and vessels. 
3. Weighing and measuring equipment. 
4. Filling equipment. 


repacking 


An area of 30 square metres is recommended for basic packing opéra- 
_ tions. In case of operations involving floating particles of fine powder or 
_ dust a suitable exhaust system should be provided. 


(K) Requirements for the manufacture of Parenteral Preparations.— 
The whole process of the manufacture of parenteral preparations may be 
divided into the following separate operations. 


(a) Preparations of the container.—This includes cutting, washing, 
drying and sterilisation of ampoules or vials prior to filling. 


(b) Preparation of solution.—This includes preparation and filtration 
of solution. 


(c) Filling and sealing.—This includes filling and sealing of ampoules 
or filling and capping of vials. 


(d) Sterilisation. 
(e) Testing. 


The following basic hygienic requirements shall be complied with : 


(1) Strict sanitation shall be maintained throughout the entire plant 
in order to prevent contamination and to keep out pyrogens. 
Masks and overalls shall be worn wherever necessary 


. ee 


(2) The preparation room where the solutions are prepared shall 
be tiled and kept scrupulously clean. This room shall be air- 
conditioned. 


(3) The filling and sealing rooms shall likewise be air-conditioned 
under positive pressure with air locks provided to prevent the 
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entry of air from outside. The walls and floors shall be tiled 
so as to permit their being sprayed and washed with an anti- 
septic solution. The benches shall preferably have stainless 
steel or laminated plastic tops capable of being washed. 


(4) In the room provided for aseptic filling and sealing, a sufficient 
number of sterilising lamps shall be mounted over the benches 
and in the air lock leading to the room to prevent contamina- 


tion. 

(5) A separate room shall be provided for sterilisation, testing (for 
leaks and floating particles) and drying. 

(6) Separate arrangements for labelling and packing. 

(7) Finished products shall be stored in a separate cool and dry 
area. 


The following equipment is recommended : 

Mnaufacturing Area: 

1. Storage equipment for amopules and vials. 

2. Amopule washing and drying equipment. 

3. Dust proof storage cabinets. 

4, Water Still. 

5. Mixing and preparation tanks or other containers. 
The tanks or containers shall be made of either glass or such material 

as will not react with the liquid. 

6. Filtering equipments such as filter press or sintered glass funnel. 
7. Autoclave. 

8. Hot Air Steriliser. 
Filling and sealing room: 

9. Benches for filling and sealing. 

10. Filling and sealing unit. 


Aseptic filling and sealing room: 

11. Bacteriological filters such as Seitz filter, filter candles or sinteréd 
glass filters. g 

12. Filling and sealing unit. 


General Room: 

13. Inspection table. 

14. Leak testing equipment. 

15. Labelling and packing benches. 


1@. Storage equipment including cold storage and _ refrigerators, if 
necessary. 


” — —————— ee = 


Aa area of 60 square metres partitioned into suitably sized cubicles, 
is recommended for the basic imstallations. 


gas, Disinfectant fluids, mechanical contraceptives, surgical 
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_ Note I—The above requirements of Schedule M are Subject to 
modifications at the discretion of the Licensing Authority if he is of the’ 
opinion that having regard to the nature and extent of the manufacturing 


Operations it is necessary to relax or alter them in the circumstances of a 
particular case. 


*Note II1.—Schedule M gives equipments and space required for 
certain categories of drugs only. There are, in addition, other categories 
of drugs such as basic drugs, miscellaneous pharmaceuticals such as 
Ferri et Ammonii Citras, Potassium Citras, Glycerine, Paraffins. Oxygen 
cotton and 
tinctures which are not listed in this Schedule. The licensing authority 
shall, in respect of such categories of drugs, have the discretion to examine 
the adequacy or otherwise of factory premises, space, plant machinery 


and other requisites, having regard to the nature and extent of the manu- 
_ facturing operations involved and direct the maunfacturer to carry 

_ necessary modifications in them and on the modification having been 
_ made, approve of the manufacture of such categories of drugs. Any drugs 
_ so permitted to be manufactured by the Licensing Authority shall be deemed 


out 


to be an additional category of drug for the purpose of this Schedule and 
sub-rule (5) of rule 69. 


G 


+ SCHEDULE N 
(See rule 64(1) ) 


List of minimum equipment for the efficient running of a Pharmacy :— 


I. Entrance.—The front of a pharmacy shall bear an inscription 
“Pharmacy”. 


II. Premises.—The premises of pharmacy shall be separated from 
tooms for private use. The premises shall be wellbuilt, dry, well-lit and 
ventilated and, of sufficient dimensions to allow the goods in_ stock, 
especially medicaments and poisons to be kept in a clearly visible and 
appropriate manner. The areas of the Section to be used as dispensing 


department shall be not less than 6 sq. meters for one pharmacist work- 


ing therein with additional 2 sq. meters for each additional pharmacist. 
The height of the premises shall be at least 2.5 metres. 


The floor of the Pharmacy shall be smooth and washable. The walls 
shall be plastered or tiled or oil painted so as to maintain smooth, durable 
and washable surface devoid of holes, cracks and crevices. 


A Pharmacy shall be provided with ample supply of good quality 
water. 


The dispensing department shall be separated by a barrier to prevent 
the admission of the public. 


III. Furniture and apparatus—The furniture and apparatus of a 
Pharmacy shall be adopted to the uses for which they are intended and 
correspond to the size and requirements of the establishment. 


*Added under Govt. of India, Ministry of Health, F.P..,W.H.and U. D. Notification 
Ne. F. 1-113/69-D, dated 23-12-69. 


tAmended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No: 
X 11014/12/72-D dated the ‘5th June, 1972). 
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Drugs, chemicals, and medicaments shall be kept in a room appropriate 
to their properties and in such special containers a swill prevent any dete 
rioration of the contents or of the contents of containers kept near them 
Drawers, glasses and other containers used for keeping medicaments shall 
be of suitable size and capable of being closed tightly to prevent the entry 


of dust. 


Every container shall bear a label of appropriate size, easily readable, 
with names of medicaments as given in the Pharmacopoeias. 


A Pharmacy shall be provided with a dispensing bench, the top of 
which shall be covered with washable and impervious material like stain- 


less steel laminated plastic, etc. 


A Pharmacy shall be provided with a cupboard with lock and key for 
the storage of poisons and shall be clearly marked with the word “POISON” 


in red letters on a white background. 


Containers of all concentrated solutions shall bear special label or 
marked with the words “To be diluted”. 


A Pharmacy shall be provided with the following minimum apparatus 
and books necessary for making of official preparations and__prescrip- 


tions :— 
Apparatus :— 
Balance, dispensing, sensitivity 30 mg. 
Balance, counter, capacity 3 kgm, sensitivity 1 gm. 
Beakers, lipped, assorted sizes. | 
Bottles, prescription, ungraduated assorted sizes. 
Corks assorted sizes and tapers. 
Cork extracter. 
Evapoarting dishes, porcelain. 
Filter paper. 
Funnels, glass. 
Litmus paper, blue and red. 
Measure glasses cylindrical 10 ml., 25 ml., 100 ml. and 500 ml. 
Mortars and pestles, glass. 
Mortars and pestles, wedgwood. 
Ointment posts with bakelite or suitable caps. 
Ointment slab, Porcelain. 
Pipettes, graduated, 2 ml. 5 ml. and 10 ml. 
Ring, stand (retort) iron, complete with rings. 
Rubber stamps and pad. 
Scissors. } 
Spatulas, rubber or vulcanite. 
Spatulas, stainless steel. 
Spirit lamp. 
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Glass stirring rods. 
Thermometer, 0° to 200°C. 


-*Suppository mould. 

1 ooks : 

q The Indian Pharmacopoeia (Curreat Edition). National Formulary 
of India (Current Edition). 

The Drugs and Cosmetics Act, 1940. 

The Drugs and Cosmetics Rules, 1945. 

The Pharmacy Act, 1948. 

The Dangerous Drugs Act, 1930. 


a IV. General Provisions.—A Pharmacy shall be conducted under the 


‘continuous personal supervision of a Registered Pharmacist whose name 
shall be displayed conspicuously in the premises. 


4 The Pharmacist shall always put on clean white overalls. 


_ The premises and fittings of the Pharmacy shall be properly kept and 
€verything shall be in good order and clean. 


All records and registers shall be maintained in accordance with the 
ws in force. 


_ Any container taken from the poison cupboard shall be replaced there- 
im immediately after use and the cupboard locked. The keys of the poison 
= shall be kept in the personal custody of the responsible person. 


_ Medicaments when supplied shall have labels conforming to the 
rovisions of laws in force. 


JOTE:— 


The above requirements are subject to modifications at the discreticn of the Licen- 
sing Authority, if he is of opinion that having regard to the nature of drugs dis- 

ersed, compounded or prepared by the licens:,it is necessary to relax the 
above requifements or to impose additional requirements inthe circumstances of 


a particular case. The decision of the Licensing Authority in that regard shall be 
final, 


*These items are to be provided only by those who irtend to dispense pills or 
suppositories s the case may be. 


25—817 DGHS/77 


Er may ay 


FER IS enn 
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*SCHEDULE O 


[See Rule 126] 
A. Provisions applicable to Black Disinfectant Fluids (Emulsifying)- 


Black Disinfectant Fluids (Emulsifying) is homogenous _ solutic 
prepared from coaltar acid fractions with the aid of a suitable emulsifier. 
Shall contain not less than 40 per cent w/w of Coal Tar Acids, phenol 
compounds, and Coal Tar Oils and shall have a phenol co-efficient | 
not less than 18 (Grade 1), 10 (Grade 2), or 5 (Grade 3). It shall n 
contain quaternary amonium compounds, mercury salts, kerosene or oth 
non-phenolic petroleum distillates. 


Stability after dilution— 


Preparation of artificial hard water—40O ml of N/1 Hydrochlor 
Acid is neutralised with a slight excess of calcium carbonate and filtere 
The filtrate is diluted to 1,000 ml. with distilled water, 10 parts of th 
solution is further diluted to 100 parts with distilled water. 


Procedure.—To 475 ml and 495 ml respectively of the artificial har 
water contained in each of two 500 ml. stopper measuring cylinders at 
temperature between 15°C and 45°C 25 ml and Sml respectively of th 
Sample are added and emulsified by inverting and righting the cylinder 
30 times. The cylinders are maintained at a temperature between 15° 
and 45°C for 6 hours, and examined by reflected light. Not more than 
trace of separation shall occur at top and bottom. 


Assay for Coat Tar Acids, Coal Tar Oils and Phenolic Compounds~ 
For Black Disinfectant Fluids— . 


10 g of the sample accurately weighed is shaken with 5 ml of saturate 
solution of sodium chloride and transferred to a 250 ml separating funnel 
50 ml. of solvent ether, precooled to 15°—20°C, is added, the mixtur 
shaken vigorously and allowed to stand. 34 ml. of Ethyl Alcohol may 
if necessary, be added to hasten separation into two layers. The aqueou' 
layer is run off into a second Separating funnel (150 ml) and extractec 
with 2 more portions of 20 ml. each of solvent ether. The ether extract 


constant weight on a steam bath. From the weight of the residue, the 
percentage of coal tar acids and oils is calculated. 


Assay for Phenol Co-efficient— 

All apparatus used in the test must be scrupulously clean and sterilé 
immediately before use. 

Special Apparatus : Inoculating 100p.—4mm in internal diameter 
formed at the end of a length of 28 S.W.G. (0.376 mm) wire of platinum 
or platinum iridium alloy measuring 38 mm from the loop to the holder. 


_ *Added under Government of India Notification No. F. 1-20/60-D, dated 24th 


January, 1964. 
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e loop is bent at such an angle as will facilitate its removal vertically 


m the surface of the liquid. 

Incubator—Maintained at 37°C+1°C. 

Constant temperature water bath—17°C and 18°C. 
Dropping Pipette—To deliver 0.2 ml in about 5 drops. 
Broth tubes—12.5X2 cm. hard glass test tubes. 
Medication tubes—12.5X2 cm. test tubes. 


Culture Medium—20 g of Lab. Lemco, 20 g of peptone and 10 g of 

ium chloride are dissolved in 1,000 ml of distilled water. The solution 
boiled for 30 minutes, cooled and made up to 1,000 ml with freshly 
led and cooled distilled water, 25 ml of this broth is titrated at 30°C 
h N/10 sodium hydroxide solution, using 0.1 ml of 0.5 per cent. phenol- 
halein solution as indicator. By calculation from this titration the bulk 
the broth shall be neutralised with N/1 sodium hydroxide solution and 
ught to boil to precipitate phosphates, and filtered while hot. The 
th is adjusted to pH 7.6 by the addition of N/1 Hydrochloric acid, 
¥ a comparator with phenol red as the indicator, and_ sterilized by 
ting in an autoclave. After cooling, the broth is filtered and distributed 
5 ml. quantities into sterile broth tubes and sterilized in an autoclave 
121°C (15 pounds per square inch) for 10 minutes. The final reaction 
the broth is between pH 7.3 and pH. 7.5. 


‘Culture—Cultures of Saimonella Typhi (786) Bacterium Typhosum 
ch shall be used. This culture shall be maintained in the laboratory, 
weekly subculture on a nutrient Agar Slope (made by dissolving 2.5 
cent agar in the broth prepared as above) incubating the slope for the 
' 24 hours at 37°C and then keeping it cool preferably below 22°C. 
ittle of growth from a stock agar slope culture is transferred to a 5 ml 
h tube and incubated at 37°C for 24 hours. For subsequent genera- 
$s a standard loopful of the culture is transferred to a fresh broth tube 
incubated at 37°C before. Only cultures which have been grown for 
jours at 37°C as before and only those between the third and fourteenth 
ration shall be used. 


Standard Phenol—A 5 per cent. w/v solution in sterile distilled water 
hemically pure phenol having a crystallising point of not less than 
°C is prepared. Test dilutions are prepared from this stock solution 
aining 1 g of phenol in each 95, 100, 105, 110 and 115 ml of solution. 
¢ dilutions shall be used within a week of preparation. ) 


Test Solution of Disinfectant.—The sample is mixed thoroughly, 5 ml 1s 
drawn in a capacity pipette and discharged into about 480 ml of sterile 
led water in a 500 ml glass-stoppered sterile measuring cylinder, and 
Pipette rinsed in the clear liquid. The solution is diluted to 500 ml. 
‘mixed thoroughly by a cork screw motion. Serial test dilutions are 
ared by making up 5 or 20 ml amounts of this solution to the appro- 
@ volume, with distilled water. The dilutions are made in arithmetical 
S, spaced in units of 50 i.e., 1 in 100, 1 in 150, 1 in 200 and so on 
1 in 400, and in units of 100 thereafter. 


"rocedure—5 ml of each of the chosen dilutions of the disinfectant are 
sured into four sterile medication tubes, and placed in a suitable rack 
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alongside the 24 hours broth culture and fifth tube containing 5 ml of 
of the standard phenol dilution in a water-bath maintained at 17°C 
18°C. When the content of the tubes and the culture have reached t 
temperature of the waterbath, 0.2 ml. of the culture is added to the fi 
tube and shaken gently. After 30 seconds the second tube is subcultur 
and so on until the fifth tube has been inoculated: 30 seconds after t 
last inoculation, i.e., 2.5 minutes after the first, the first tube is shak 
and one standard loopful of the mixture is subcultured in a 5 ml tube 
broth. The procedure is repeated at 30 seconds intervals until the whe 
cycle has been repeated four times, that is until each medication tube h 
been subcultured after 2.5, 5, 7.5 and 10 minutes disinfection time. T 
broth subculture tubes are incubated at 37°C for not less than 48 hou 
and not more than 72 hours. The presence or absence of growth in ea 
tube is recorded. If there is any evidence of contamination in broth tut 
the whole test is to be discarded and repeated. 


Calculation of the Phenol Co-efficient—The Phenol co-efficient 
calculated by dividing the dilution of disinfectant, which shows life aft 
2.5 and 5 minutes, but not after 7.5 and 10 minutes, by that dilution | 
Een which shows the same end point. The following is typical té 
result. 


Disinfectant . Dilution Time culture was exposed to action of 
disinfectant (in minutes) 


1io 1000 
1 im 1100 
1 im 1200 
1 in 1300 


>> > > 


Control Phenol 1 in 105 


(+=Growth — = No growth) 
1200 
Paenol Co-efficient =——_——_-=1]°4 
105 


NotE—The reagents and solution employed in the above test shall comply with t 
specification laid down in the Indian Pharmacopoeia, unless otherwise spe ed, 


Stability.—Black Disinfectant Fluid (Emulsifying) shall remain stat 
for at least six months from the date of manufacture. 


Storage—Black Disinfectant Fluid (Emulsifying) shall be stored in 
steel, tinned mild steel or other suitable containers. It shal] not be s 
in containers made of galvanised iron. 


Labelling—In addition to the labelling provistons und 
Cosmetic Rules the label on the contabiar Shall State (i) = coma 
sent (ii) the name and address of the manufacturer, (iii) grade 
henol Co-efficient of the product, (iv) the date of manufacture, (v) 
date before which the product shall be used, (vi) the quantity sresent 
the container and (vii) the method of use. P 
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B. Provision Applicable to White Disinfectant Fluid— Ng 


White Disinfectant Fluid is a finely dispensed, stabilized emulsion aes 


prising coal tar acids and coal tar oils. It shall contain not less than 25 
per cent of w/w of Coal Tar acids, Phenolic compounds and Coal Tar oils 
and shall have phenol co-efficient of not less than, 18 (Grade I), 10 (Grade 
2) or 5 (Grade 3). 


Stability after dilution— 


Preparation of artificial sea water—27.0 g of sodium chloride and 5.0 g 
of magnesium sulphate are dissolved in sufficient water to produce 1000 ml. 
The solution is filtered before use. 


Procedure—To 475 and 495 ml respectively of the artificial sea water 
contained in each of two 500 ml stoppered measuring cylinders and a tempe- 
rature between 15°C and 45°C, 25 and 5 ml respectively of the sample is 
added and emulsified by inverting and righting the cylinders 30 times. The 
emulsion is maintained at a temperature between 15°C and 45°C for 6 hours 
and examined by reflected light. Not more than a trace of separation shall 
occur at top and bottom. 


Assay for Coal Tar Acid, Phenolic Compounds and Coal Tar Oils— 


Determined by the method given under ‘Black Disinfectant Fluids 
(Emulsifying)’, subject to the modification that 10 g of the sample is shaken 
with 5 ml of 1 : 1 sulphuric acid before the addition of ether. 


Stability—White Disinfectant Fluid shall remain stable for at least 5 
months from the date of manufacture. 


Storage—White Disinfectant Fluid shall be stored in mild steel, tinned 
‘mild steel or other suitable containers. It shall not be stored in containers 
made of galvanized iron. 


Labelling—In addition to the labelling provisions under the Drugs and 
Cosmetics Rules the label on the container shall state (i) the name of the 
product, (ii) the name and address of the manufacturer, (iii) grade and 
phenol Co-efficient of the product, (iv) the date of manufacture, (v) the 
date before which the product shall be used, (vi) the quantity present in 
the container, and (vii) the method of use. 


IN 
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*SCHEDULE P 
[See rule 96] 


Life period of drugs ‘ 
Period in months | 


which the drug 
expected toretain 

Name of the Drug potency under 1 
conditions of store 
notified by the Lice 
ing Authority spe 
fied in Sub-rule | 

of rule 59 


Se a a ee a eee ee 


] 2 
Adrenaline for Infection, ; : ; d : ; . 12 months 


Anti-haemopbillic Human Globulin ’ ; ’ . . 12 montbs. 
ANTIBIOTICS 

Penicillin Crystalline . 3 : : : 2 ; : . 24 months. 
Penicillin Oil and Wax ; . ; ; : ; 4 . 18 months. 
Procaine Penicillix G. ; : : : } ; : - 36 months. 
Penicillin Tablets and Lozenges ; : : Suh | . 12 months. 
Penicillin Ointments : ; : : ; : : . 12 months. 
Potassium Phenoxymethy] Penicillin Tablets. : : . 18 menths. 
Benzathine Penicillin GG; . ; ; ; ; : ; - 36 months. 
Streptomycin Sulphate or Hydrochloride. ; : ; - 48 months. 
Dihydrostreptomycin Sulphate or Hydrochloride : ’ . 48 months. 
Streptomycin and Dibydrostreptomycin Sulphate or Hydrechloride 48 months. 
Streptomycin or Dihydrostreptomycin Tablets, ; ; . 24 months. ; 
Streptomycin or Dihydrostreptomycin Ointment ; : . 24 months. 
Chloramphenicol Capsules and Tablets : ; ; ; - 60 months, 
Chloramphenicol Palmitate ; ‘ ‘ : ; ; . 48 months, 
Chloramphenicol Palmitate Oral Suspension . ‘ : - 48 months. 
Chlortetracycline Hydrochloride (Crystalline) ‘ ‘ ‘ -. 60 months, 
Chlor tetracycline Hydrochloride Capsules. " ; : - 60 months. 
Chlortetracycline Hydrochloride Tablets : ; : , . 24 months. 
Chlortetracycline Hydrochloride Ointments . ; » - 24 months. 
Tetracycline Hydrochloride ‘ , , : : : . 36 montas. 
Tetracycline 5 ‘ é ‘ : ; . 24 months. 
Tetracycline Hydrochloriae for intramuscular use ; ; . 36 months, 
Tetracycline Hydrochloride Capsules , eee Site . ‘ . 36 months, 
Tetracycline Capsules ; ‘ ; , : ; . 24 months. 
Tetracycline or Tetracycline Hydrochloride Tablets \ 24 months. 
Oxytetracycline Hydrochloride. ‘ : 36 months. 


wa under Government of India Notification No. 1-7/62-D, d_ ted 11th Mey, 


THE DRUGS AND COSMETICS RULES 


1 2 

———————— ooo 2 
Oxytetracycline Hydrochloride Capsules 36 months. 
Oxytetracycline Hydrochloride Tablets 24 months. 
Bacitracin Powders : 18 months. 
Bicitracin or Zinc Bacitracin (Tablets) 12 months. 
Bacitracin or Zinc Baicitracin Lozenges” . 12 months. 
Demethyl Chlortetracycline Hydrochloride ; . 36 months. 
D methyl Chlortetracycline Hydrochloride Capsules . 36 months. 
Arsenicals like Neoarsphenamine, Sulpharsphenamine and Tryparsa- 

mide : : ‘ . 60 months. 
Chorionic Br tictrophil and injection . 24 months. 
Cobra Venom in solution . 3 months. 
Concentrated Human Red Blood Genoa 12 hours 
Corticotrophin ‘ , . : 24 months. 
Dextran Injection. ‘ ; ‘ f 60 month, 
Dextran Sulphate Injection : : : ‘ : - . 24 months. 
Ergonovine MaleateInjection . : : ‘ 24 months. 
Heparin Injection , : : : ; : , . 36 months. 
Human Fibrin Foam i ‘ : : zs : a . 36 months. 
Human Fibrinogen . 36 months. 
Human Thrombin p ‘ ; ; : ‘ ‘ - 36 months. 

INSULIN PREPARATIONS 
Globulin Zinc Insulin Injection 24 months. 
Insulin Injection. i ; = a ‘ . 24 months. 
Insulin Zinc Suspension . 2 : y ‘ : ; . 24 months. 
Isophane Insulin Injection. : : a rae ; ‘ . 24 months. 
Protamine Zine Insulin Injection 24 months. 
Liquid Extract of Ergot 12 months. 
Liver Extract Crude Injection 24 months. 
NORMAL HUMAN,PLASMA 
Liquid Plasma 24 months. 
Frozen Plasma 60 months. 
Dried Plesma . ; ; ; j : : a . 60 months. 
Pituitary Posterior Injection 18 months. 
Oxytocin Injection 24 months. 
Vasopression Injection . 24 months. 
Protein Hydrolysate ; 12 months. 
Dried Normil Human Serum Albumin 60 months. 
60 months. 


Liquid Normil Humin Serum Albumin 
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SCHEDULE P—Contd. 


1 2 
nc re ees. ab ten a 


PERTUSSIS IMMUNE HUMAN SERUM 


Liquid Serum ; ‘ : : ; : : : . 12 months. 
Lyophilised Anti-Snake Venom Serum ; , , , 60 months. 
Lyophilised Schick Test Toxin and Control . : ; . 60 months. 
S‘trilised Surgical Caeare and Suture P : , ; : 60 months. 
Thrombin (Bovine origin) : ; : ‘ . 36 months. 
Alum precipitated Diphtheria Toxoid . : ; : : ; 24 months. 
Alum precipitated Diphtheria and Tetanus Toxioid f . 24 months. 
Alum Precipitated’ Diphtheria and Tetanus Toxoid and Pertussis 

Vaccine combined ‘ 3 . , ; L z : 18 months. 
Alum Precipitated Tetanus Toxoid : ; ; ‘ : 24 months. 
Aluminium Hydroxide Adsorbed Diphtheria Toxoid : . 24 months. 


Aluminium Hydroxide Adsorbed Diphtheria and Tetanus Toxoid . 24 months. 
Aluminium Hydroxide Adsorbed Diphtheria and Tetanus 'Toxoid & 


Pertussis Vaccine combined 18 months. 
Aluminium Hydroxide Adsorbed Tetanus Toxoid: : : . 24 months. 
Aluminium Phosphate Adsorbed Diphtheria Toxoid : : . 24 months. 


Aluminium Phosphate Adsorbed Diphtheria and Tetanus Toxoid . 24 months 
Aluminium Phosphate Adsorbed Diphtheria Toxoid, Tetanus 
Toxoid and Pertussis Vaccine combined . 18 months. 


Diagnostic Diphtheria Toxins (Schick Test) ; a . 12 months. 


Diphtheria Toxoid ; . 3 c - 24 months. 
Inactivated Diagnostic Diphtheria Toxin : ‘ : . 12 months 
Old Tuberculin ‘ ‘ ‘ ‘ ° . . ; . 60 months. 
Tetanus Toxoid . . . . ‘ . 24 months. 


Tuberculin PPD § . \ 
Vaccine Lymph 


° ° e e . . . 60 mont hs : ° 


. 6 months when stored 
at O°C and 3 months 
when stored between 
0° to 5°C andi4 
days when _ stored 


below 10°C. 
OTHER VACCINES 
Alum precipitated Pertussis Vaccine ; . , ; . 18 months. 
B.C.G. Vaccine : ; ; : , : ‘ ; . 14 days. 
Cholera Vaccine . , , ; . : 18 months 


neritic iie, nae 


ae ee 
acs 
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SCHEDULE P—contd. 


—_——_ 


<0 = al 


Plague Vaccine. : , . 36 months. 
Rabies Vaccine ; . 6 months. 
Typhoid Vaccine. : ' ' . 18 months. 
Typhoid and Paratyphoid Vaccine ; ‘ . 18 months. 
Typhoid Paratyphoid A&B , . 18 months. 
Typhoid Paratyphoid A, B & C. —— li (wt 18 monkey 
Typhoid Paratyphoid A,B & Cand Tetanus Vaccine. .  - 18 months. 
Typhus Vaccine — ll eee ll a 12 monte 
Yellow Fever Vaccine. ; j : ; : ae months. 
MaeyenominSolution © =. . .  . . « . 3-monthe. 
Whole Human Blood 3 ‘ : : . 2 weeks. ~ 
ANTITOXIN 

(For salt extracted preparation’) (For enzyme digested prep aration) 
20% excess Potency 12 months 5%, excess potency 12 months. 
30% excess Potency 24 months 10 % excess potency 24 months. 
40% excess Potency 36 months 15% excess potency 36 months. 
50% excess potency 48 months 20 % excess poteny 48 months. 


———$——_ 


eee eel ee 


*S$CHEDULE Q 


(See rules 134 and 144) 


List of Coal Tar Colours permitted to bz used in Cosmetics 


Pa Sea ee ee ESS i, 


Common name of the Colour Colour Chem‘cal name of the colour 
Index 
Number 
RRR ca PP oe Sm 
1 3 
Guinea Green B : : - 42085 Monosodium salt of 4-(N-ethyl r-svifo en- 


zylamino)-diphenylmet | ylore (I-N- thy] 
: N-p-sulfoniumbenzyl) A 2,5-cyclohexadi- 
enimine). 


aon — 


ee 


*Added under Government of India Notification No. F. 1-26/C4D dated 17th April, 
1964. 
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Light Green SR Yellowish 


Tartrazine 

Sunset yellow FCR 
Pon-eau 3R 
Amaranth 
‘Erythrosine ° 
Ponceau SX 


Brilliant Bjue FCF 


To digocarmine 
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SCHEDULE Q—contd. 7 
7 1 2 3 


* 42095 Disodium salt of 4-[4 (N-ethy]-p-sulfo benzy 


lamine)-pheny])-4-su]phoniumpheny]) me. 
thylene] —(2 (N-ethy]-N-su[fobenzy]) A2,5- 
Cyclohexadienimine. 

19140 Trisodium sajt of 3-carboxy-5-hydroxy-1-p 
sulf opheny]-4-p-sulfopheny] aZO-pyrazol]e. 

15985 Disodium sajt of 1-p-sulfopheny]azo-2-nap- 
htho)-6-sulfonic acid. 

16155 Disodium Salts of a mixture of 1-alky]-phen- 
y]azo-2-naptho]-3, 6-disu]fonic acids. 

16185 Trisodium  sajt of 1-(4-su]fo-1-napthylazo) 
2-naptho] 3, 6-disujfonic acid. 

45430 Disodium  sajt of 9-0-carboxypheny1-6-hy- 
droxy 2, 4, 5, -tetraiodo-3-isoxanthone. 

14700 Disodium Salt of 2-(5 sulfo-2, 4-xyly]-2z0)- 

1-naphtho]-4-su]fonic acid. 

42090 Disodium salt of 4-($-4-(N-ethy]-p-culfct en 
zylamino)-pheny])-2-su]f onium. pheny ])- 
methy]ene)-( 1-(N-eth yl-N-p-sulfotcrzy D-A 
2, 5-cyclohexadienimine). 

73015 Disodium salt of 5,5’—indigotindisu]fonic 
acid. 


‘Wool Violet 5 BN(Acid violet 6B) 42640 Monosodium Salt of 4-(N-ethyl-p-sulfobenzy 


Light Green SF Yellowish 


-Alizarin Cyanine Green F - 


‘Quinazarine Green SS 
Fast Green FCF . 


Acid Fast Green 


‘Pyranine Concentrated 


‘Quinoline Yellow Ws . 


‘Quinoline Yellow ss 
Poneceau 2R 


Lithol Rubin B 


Lithol Rubin BCA 


a 


lamino)-pheny])-(4-(N-ethy}-p-( sulfc riun- 
benzylamine)-phenyl) methylene)-(N ; 
N-dimethy]- A 2,5-cycjohexadienin ir €). 

42095 Calcium sajt of 4-(4-(N-ethy]-p-sulfoberzyja) 
mino)-pheny}]) (4-sulfonium-pheny) meiFy- 
lene), (1-(N-ethy]-N-p-sulfcbenzy))- 
ay 5-cyclohexadienimine) 

61570 Disodium salt of 1,4-bis(O-sulfo-p-toluino) 
anthraquinone.) 

61565 1 »4-bis-(P-Toluino)-anthra quinene, 

42053 Disodium salt of 4-(4-(-ethy]-p sulfotenzy }o- 
mino)-pheny]) (4-hydroxy-2 suJpkcritm 
phenyl) methylene)-( 1-N-ethy] -N-p-sulfc. 
benzyl) A ade cyclohexadienimine), 

42100 Monosodium Salt of 4-(4-N-ethyl-p-svlfc re- 
zylamino) Phenyl)-(o-chlorephery 1)- 
methylene)- 1-(N ~ethyl-N-p-svlfonitm- 


benzyl-A 2, 5, cyclohexadienimine). 


59040 Trisodium salt of 10-hydroxy., 3,5,8-pyrene- 
trisulfonic acid. 


47005 Disodium salt of disulfonic acid of 2-(2-Qui- 
nolyl)-1, 3-indandione. 


47000 2-(2-quinolyl)-1, 3 indanciene. 

16150 Disodium salt of 1 xylylazo-2-naphthol-3, 6- 
disulfonic acid: 

15850 Monosodium Salt of 4-(0-sulfo-p-tolylaze) 
3-hydroxy-2-naphthoic acid. 

15850 Calcium salt of 4-(0-sulfo-p-tolylazo.3 
hy-droxy-2-naphthoic acid, 


THE DRUGS AND COSMETICS RULES 385 


BE EE ee 2 
SCHEDULE Q—contd. 
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1 
Lake Red D 


Lake Red DBA 
Lake Red DCA 


Toney Red 

Oil Red OS 
Tetrabromofiuorescein 
Bosin TS 


Bosin YSK 


Tetrachloroduorescein NA 
Tetrachlorofluorescein K. 


etrachloro Tetrabromofioure- 
scein. 
Phloxine B 
Bluish Orange T.R. 


Helindone Pink CN - 
Brilliant Lake Red R. 


D2e> Maroon (Fanchon Maroon) 


Toluidine Red 
Flaming Red - 
D>2e) Red (Maroon) 


Alba Red 
Orange G 


Orange II 


Dichlorofluorescein 
Dichlorofluorescein NA 


Diiodofluorescein 
Brythrosins Yellowish NA 


Brythrosinz YellowishK - 
Erythrosine Yellowish NH 


Orange TR 


2 
15500 


15500 
15500 


26100 
26125 
45380 

45380 


45380 


45366 
45366 


45410 


45410 


45457 


73360 
15800 


15880 


12120 
12085 
12350 


13058 


16230 


x 15010 


45365 
45365 


45425 
45425 


45425 
45425 


45456 


3 


Monosodium _ salt of 1--o-carboxyphenylazo 
2-naphthol. 


Baie salt of 1-o0-carboxyphenylazo-2-naph- 

thol. 

Calcium salt of 1-o0-carboxyphenylazo-2- 
napththol. 

I-p-phenylazophenylazo-2-naphthol. 

1-Xylylazoxylylazo-2-naphthol. 

2, 4, 5, 7-Tetrabromo-3, 6-fluorandiol. 
Disodium silt of 2,4,5,7-tetrabromo-9-0 
carboxyphenyl-6-hy roxy-3-isoxanthone. 
Dipotassium s%lt of 2,4,5,7-tetrabromo-9-0 
carboxyphenyl-6-hydroxy-3-isoxanthone. 

2,4,5,7 tetrachloro-S, 6-Fluorandiol. 

Disodium salt of 9-0-carboxypheny1-2,4, 
5,7-tetrachloro-6-hy roxy-3-isoxanthore. 

2,4,5,7-Tetrabromo-12, 13, 14, 15-tetrachlo- 
ro-3, 6-fluorandiol. : 

Disodium salt of 2,4,5,7-tetratrcn 0-9 
(3,4,5,6-tetrachloro--o-carboxypheryl)-€-F)- 
droxy-3-isoxanthone. 

1,4,5,8, 15-Pentabromo-2, 7-dicarboxy-3, 
6-fluorandiol. 

5, 5-Dichloro-3,3’ dimethyl-thioindigo 

Calcium s7lt of 3-hydroxy-4-phenylazo-2- 
naphthoic acid. 

Calcium salt of 4-(1-sulfo-2-naphthylzo(3- 
hydroxy-2-naphthoic acid. 

1-(0-Nitro-p-tolylazo)-2-naphthol. 

I-(o-Chloro-p-nitrophenylazo)-2-naphthol.,. 

3-Hydroxy-N-(m-nitrophenyl)-4-(o-nitro-f-to- 
lylazo)-2-naphthamide. 

0-(p B,B-Dihydroxy-diethylamino)-phenyla- 
z0)-benzoicacid. § 

Disodium salt of 1-phenylazo-2-naphthol-6- 
8-disulfonic acid. 

Monosodium salt of 1-p-sulfophenylazo-2- 
naphthol. 

4,5-Dichloro-3, 6-fluorandiol. 

Disodium salt of 9-0-carboxyphenyl-4,5- 
dichloro-6-hydroxy-3-isoxanthone. 

4, 5-Diiodo-3, 6-fluorandiol. 

Disodium salt of 9-0-carboxyphenyl-6-hy 
droxy-4, 5-diiodo-3-isoxanthone. 

Dipotassium salt of 9-0-carboxyphenyl-6-hy- 
droxy-4, 5, diiodo-3-isoxanthone, 

Lipotassium salt of 9-0-carboxyphenyl-6- 
hydroxy 4, 5, diiodo-3-isoxanthone, 

4, 5, 15-Tribromo 2, 7-dicarboxy-3, 6-fluo- 
randiol. 


oT! fC al 
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Alizarin 
Dibromodiiodof] uOreSCein 


Resorcin Brown 


Alphazurine FG 


Allarin Astro B 


Indigo 
Patent Blue NA 


Patent Blue CA 


Curbrantherene Bice 
Nibhiho] Blue Black 


Alizurol purple SS 
Acid Red 89 

Acid Red 97 

Acid Blue 1 

Food Blue 3 
Natural Orange 6 
Solvent Blues 4 
Solvent Yellow 18 
Pood Yellow 12 
Solvent Red { 
Solvent Yellow 32 


Fanchon Yellow (Hansa Yellow G) 11680 


*Added under Govt. of India, Minist 
No. 1-2865- D, dated the 8th March , 19 
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SCHEDULE Q—Contd. 


2 
58000 
4537] 


20170 


42090 


1530 


73000 
42052 


» 42052 


69825 
20470 


60725 

23910 
22890 
42045 
42045 


75480 
44045 
12740 
12740 
12150 
48045 


3 


1,2-Anthraquinonedio}, 
4,5-Dibromo-2, 7- diiodo-3, 6-fiuOrandiol 


> 


Monosodium salt of 4-p-sulfophenylazo-2(2) 
4, xylylazo)-1, 3-resorcinol. 


Diammonium salt of 4-(-N-ethyl-p-sulfob>- 
nzyl \amine-phenyl) 2-su!foniumphenyl. 
methyilen: (-[ ae 
A(2, 5-cyclohexandienimine . 


Monosodium salt of 1-methylamino-4-(o-sul- 
fo-p-toluino)-anthroquinone. 
Indigotin. 


Monosodium salt of 4-(4- (N-ethyl-benzy! 
amino)-phenyl -5 hydroxy-4-sul-fo-2-sul- 
foniumphenyl , methylene) (N-ethyl- 
BenzylA 2, 5-cyclohexadienimine. 


Calcium salt of 4-(4-(N-ethylbenzyl-amino) 
ph nyl- (5-hydroxy-4-sulfo 2 sulfonium- 
phenyl -methylene,{N-ethyl-N-b_nzyl-A 2 
5-cyclohexadienimine ). 


3s Dichlorolindanthrene, 


Disodium Salt of 8-amino-7-p-nitropheny- 
I Zo 3-phenylazo-1-naphthol-3, 6-disulfonic 
acid. 


I-hydroxy-4-p-tolhuno-anthraquinone. 


(a) (0-Nitro-p-tolylazo) acc:toacstanilide. 


SCHEDULE R 
(Sec Rule 125) 
STANDARDS FOR MECHANICAL CONTRACEPTIVES 


(A) S‘andards for Condoms. 
Condoms shall comply with th- following standards. 


1. Defimition—Condoms include wasthalb> sheaths. 


ry Of Health and Pamily Planning Notification 


66. 
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2 Description—Condoms consist of cylindrical rubber sheaths it 
end open. The open end has a thin fing round it. The closed "end 
may have a receptacle. 


3 Material—Condoms shall be manufactured from i 

: good quality rubber 
latex and shall be free from embedded grit and shall be Reisreet or 
_ translucent prior to the application of dressing materials. 


| _._ The rubber latex and any dressing materials applied to 

shall not liberate substances which are known to h: 

ful effects under conditions of use nor shall any d 
deleterious effect on the condom itself. 


the condoms 
ive toxic Or other harm- 
ressing materials have a 


4. Dimensions— 


Length.—The overall length of a condom including rece tacl P 
~ be less than 200 mm (limits+ 20 mm). & receptacle shall not 


« Width.—The width of a condom when laid flat shall be not 1 

49 mm (limits+S5 mm and —1 mm.) + 
q Wall thickness.—The wall thickness of a condom shall be as fol- 
mm. lows :— 


Type Thickness 
(1) Wash ble, light : : . : * 0.08 to 0.12 mim. 
(2) Wash:ble, heavy - : ‘ 2 * 0.12 to 0.16 mm. 
@) Others - : : . ; : * 0.04 to 0.07 mm. 


Weight : Th> weight of a comdem shall b: as fo'low; :-— 


Type Weight 
(1) Wevshable, light with length of 180 mm. 2 to 3 grems 
(2) Washable, heavy with lengthof180mm.. 3to4grem; 
(3) Others 2 - 1 to 7 gram; 


. The weight shall be determined by weighing not less than ten specimens 
individually. : 3 B 

5. Air inflaticn test.—Inflate the condom with air to a diameter of 165 
mm. The inflated sample shall be examined for the presence of any 
pinholes, weak spots or other visible defects likely to affect its use. No 
such defect shall be discernible. 


6. Water leakage test.—Fill the condom with 300 ml. of water as des- 
cribed in Figure 1 taking precautions to prevent the spilling of water on the 
Outside surface of the condom. Close its open end harmly by holding it 
between the fingers, and it necessary wipe the outer surface of the condom 
with either a cloth pad or a blotting paper to remove any water that may 
haye been accidentally spilt on the outer surface of the condom. 
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Suspend the filled condom with its open end upwards for not less than 
3 minutes. No water droplets are observed, 


500 mi 


Figure 1 


7. Test for tensile strength, elongation at break and tension set— 


The average tensile strength, elongation at break and tension set of 
rubber taken from the samples of condoms shal] conform to the following 
requirements : 


Original After accelerated ageing at 70° 
+1°C for 96 hours in air oven 
Maximum _ permissible vari- 
ation. 
(i) Tensile strength 140 Kg/Sq. cm +10 per cent. ' 


—15 per cent. 


(ii) Elongation at break 650 percent - +10 per cent. 
(iii) Tension set when the rubber is Stretched to 75 
per cent of Elongation at break, kept in this 


Lg 10 per cent maximum, 
Streched condition for 10 minutes and all- 
Owed to recover for 10 minutes. 


Rubber specimens for the mechanical _ tests shall be conditioned at a temperature of 27° 
+-2°C, for a period of 24 hours Immediately preceding th 


€ tests and tested at the same 
ambient temperature. 
8. Sampling.—The following procedure Shall be followed for drawing 
samples, 3 | . 


“| 
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Specimens constituting the testing samples shall be taken at random 
successively from each quantum of producton, that is, from the quantity 
produced from the same finished rubber latex and under the same pro- 
cessing and finishing conditions of manufacture. Samples from each quan- 
tum shall be tested separately to ascertain ; 


! conformity of a quantum with 
the specified requirements in accordance with the tests described herein- 
after. 


9. Procedure for testing— 


(a) The number of samples drawn from each quantum shall not be 
less than 1 per cent of the number of condom in each quantum, 


(b) The samples drawn from each quantum shall be tested for Air 
inflation test and Water leakage test in accordance with the methods des- 


cribed under items 5 and 6. Samples subjected to Water leakage test shall 
be destroyed. 


The number of test samples ‘N’ and the number of rejected samples ‘R’ 
from a sequence of production quanta shall be recorded in a register. The 
cumulative total of test samples ‘N’ and the cumulative total of rejects ‘R’ 
from the test samples shall be recorded and the condoms shall be deemed 


to comply with the requirements if the cumulative total of rejects ‘R’ is not 
more than. 


0.0IN+ 3+/0.0IN 
The following table shows how this formula operates for a_ typical 
series‘of quanta : 
TABLE 


Sampling of Condoms 


—— SS 


ee ee ee 


Size of Number of Cumulative Cumulative 

Quantum No. quantum test samples number total of 
tested rejects (R) 

to be not 

more than 

1 10,000 100 100 4 

2 5,000 50 i50 5 

3 5,000 50 200 6 

4 10,000 100 300 8 


A 
tN 
ba 
S 
8 
N 
S 
Oo 

wa 

S 
_— 
N 


Sa a 


Should the cumulative total of rejects exceed the number of allowable 
rejects at any point in the sequence of quanta, the quantum at which this 


_ occurs shall be liable to rejection. The continued assessment of quality of 


further production quanta shall include all previous test results starting from 
quantum Number 1 and approval of production shall be in suspense until 
the condition required by the scheme is again fulfilled. While approval is 
in suspense any production quanta giving more than 1.33 per cent defective 
items shall be rejected; those giving 1.33 per cent defective items or less 
may be accepted. The results from all these quanta must be included in 
the series of test results considered before resumption of continuing approval 
is allowed. However, if a resumption of the overall defective level of not 
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more than 1 per cent does not occur within a reasonable time, the permis- 
sion to accept individual quanta giving not more than 1.33 per cent defec- 
tives may be withdrawn. 


Thirty condoms which have not been subjected to Air inflation test and 
Water leakage test are used for Carrying out the physical tests mentioned 
above. 


10. Labelling and Packing— 


(1) The packing shall protect the condoms from contamination and 
mechanical damage. The smallest packing offered to the consumer shall 
bear a clear and permanent marking with the following particulars :— 


(i) Manufacturer’s name and the trade name of the condom, if 
any. 


(ii) Batch number. 
(iii) Date of manufacture. 


*(iv) Date of expiry which shall be not more than thirty-six months 
from the date of manufacture. 


(2) The label of the packing shall give a warning against heat, influence 
of direct sunrays and mechanical damage. 


N.B.—Air Blowers.——A good manufacturing practice requires .that 
every condom should be subjected to Air inflation test and for this purpose 
fifteen air blowers are required to be set up to be used for testing purposes. 


*SCHEDULES 


TSCHEDULE T 
[See Rule 157] 


Requirements of Factory premises and hygienic conditions, 


1. An Ayurvedic (including Siddha) or Unani drug manufacturing 
Establishment, Pharmacy or Factory shall as far as possible not be situated 
adjacent to an open sewage, drain, public lavatory or any factory which 
produces an obnoxious odour or large quantities of soot, dust or smoke. 
The premises for the manufacture of such drugs shall be clean and hygienic 
and shall be free from cobwebs, insects, rodents etc, 


2. The walls of the room(s) in which manufacturing operations are 
carried out shall be impervious to water and be capable of being kept clean. 


fAdded und+r Govt, of India, Ministry of Health F. P., W. H. and U. D. Not. fication 
No, 1-23/67-D, dated 2.2.70, 

*Am2nded by Govi. of India, Ministry of Health, F. P. W.H. : i i 
No. F. 1-32/70-D, dated the 26th May, 1970. ® & U. D. Notification 


**Dzleted under G.S.R. No. 1092 dated 24-7-76. Govt. of j : ; 
No. X. 11014/2/76-D&MS dated 9-7-1976 of India Notification, 
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The flooring shall be smooth and even and shall be such as not to permit 


retention or accumulation of dust or waste products. The building — shall 
be such as not to give ingress to insects, rodents, reptiles etc, 


3. The water used in the manufacture shall be pure and of drinkable 
quality, free from pathogenic organisms. Adequate provisions of good 
water for washing the premises shall be made. 


4, In factories where operations involving the use of containers such as 
bottles, vials, jars etc. are conducted, there shall be adequate arrangements 
separated from the eg verted operations for washing, cleaning and 
_ drying such containers with suitable equipment for the purpose. Sterilising 
facilities, where necessary, shall also be provided. 


5. Suitable arrangements shall be made for the disposal of waste water 
and other residues from the manufacturing premises in a manner as may 
not affect the health of the people in the area. 


6. All workers employed in the factory shall be free from contagious or 
obnoxious disease. The workers shall wear clean white or coloured aprons 
(to be provided by the management) suitable for the nature of work and 
climate. Adequate facilities for personal cleanliness such as clean towels, 
soap and nail scrubbing brushes shall be provided for men and women 
workers separately. Facilities for drinking water and washing premises shall 
be provided for each sex separately. Separate provision shall be made for 

javatories to be used by men and women, and such lavatories shall be locat- 
ed at places which are well removed from the processing rooms. 


*SCHEDULE U 
[See Rules 74, 74A, 74-B, 78 and 78-A] 


I. PARTICULARS TO BE SHOWN IN MANUFACTURING 
RECORDS 


A. Substances other than Parenteral preparation in general : 


1. Serial Number. 

. Name of the product. 

. Lot/Batch size. 

. Lot/Batch number. 

. Date of commencement of manufacture and date when manufac- 

ture was completed. 

6. Name of all ingredients, quantities required for the lot/batch size, 
quantities actually used. (All weighing and measurements shall 
be checked and initialled by the competent persons in the Section). 

7. Control reference numbers in respect of raw materials used in 
formulation. 

8. Date of mixing in case of dry products e.g. powder, powder 
mixture for capsule products etc. 


9. Date of granulation wherever applicable. 


an & WN 


*Added under Govt. of India, Ministry of Health, F.P. and U.D. Notificat on No, 
X%-20/64-D, dated the 26t1 October, 1968. 
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10. 
Lt. 


11A. 
12. 


£3. 


14. 


£5. 


16. 


a7. 
18. 


2. 
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Wright of granules. 


Date of compression in case of tablets/date of filling in case of 
capsules, 


Dates of coating wherever applicable. 
Records of test to be carried out in case of tablets as under :— 


(a) Average weight every thirty minutes. 
(b) Disintegration time as often as practicable. 


Records of readings taken to check Weight variation in case of 
capsules. 


Reference to Analytical Report number Stating whether of stan- 
dard quality or otherwise. 


Records on the disposal of rejected batches and batches withdrawn 
from the market, 


Actual production and packing particulars indicating the size and 
quantity of finished packings. 


Date of release of finished packing for distribution or sale. 


In case of Hypodermic tablets and opthalmic preparations which 
are required to be manufactured under aseptic condition, records 


Signature of the Expert staff responsible for the manufacture. 


B. Parenteral preparations 


fr: 


oo ~) 


10. 


Serial Number. 


2. Name of the product. 
<3 
4. Batch number (if bulk lot is divided into various batches and 


Lot size. 


Processed separately, a batch number distinctly different from 


i 9, the bulk lot should be assigned to each of the processed 
atch). 


. Date of commencement of manufacture and date of completion, 
- Name of all ingredients, quantities required for the lot size, 


quantities actually used. (All weighings and measurements 


shall be checked and initialed by the competent person in the 
section). 


- Control reference numbers in respect of raw material used. 
- PH of the solution wherever applicable. 
. Date and methods of filtration. 


Sterility test reference on bulk batch wherever applicable (if bulk 
lot is divided into various batches and processed separately, a 
batch number distinctly different from that of the bulk lot should 
be assigned to each of the processed batch). 


THE DRUGS AND COSMETICS RULES 393 


————$——$—$—$—$—$—— 
11. Date of filling. 


12. Records of tests employed :— 


13. 


14. 


‘5. 


16. 


17. 
18. 
19. 


20. 


2h. 


(a) To ensure that sealed ampoules are leak-proof. 
(b) To check the presence of foreign particles. 
(c) For pyrogens wherever applicable. 


Records of sterilisation in case of parenteral preparations which 
are heat sterilised including particulars of time, temperature and 
pressure employed. 

Number and size of containers filled and number rejected. 
Reference to Analytical Report numbers stating whether of 
standard quality or otherwise. 

Records of the disposal of rejected batch and batches withdrawn 
from the market. 

Actual production and packing particulars, 

Date of release of finished packings for distribution or sale. 
Particulars regarding the precautions taken during manufacture 
to ensure that aseptic conditions are maintained. 

Control reference numbers in respect of the lot of glass com 
tainers used for filling. 

Signature of the Expert staff responsible for manufacture. 


II. RECORDS OF RAW MATERIALS 


Records in respect of each raw material shall be maintained indicating 
the quantity received, control reference numbers, the quantities issued from 
of which the quantities have been issued and the particulars relating to 
time to time, the names and batch numbers of the products for the manufac- 


ture the proper disposal of the stocks. 


Ill. PARTICULARS TO BE RECORDED IN THE ANALYTICAL 


RECORDS 


A. TABLETS AND CAPSULES. 


. Analytical report number. 

. Name of the sample. 

. Date of receipt of sample 
. Batch/Lot Number. 

. Protocols of tests applied. 


(a) Description. 

(b) Identification. 

(c) Uniformity of weight. 

(d) Uniformity of diameter (if applicable). 
(e) Disintegration test (time in minutes). 
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(f) Any other tests. 
(g) Results of assay. 


Note.—Records regarding various tests applied (including reading and 
calculations) should be maintained and necessary reference to 
these records should be entered in Col. 5 above whenever 
necessary. 


6. Signature of the Analyst. 
7. Opinion and signature of the approved Analyst. 


B. PARENTERAL PREPARATIONS 


1. Analytical report number. 
2. Name of the sample. 
3. Batch number. 
4. Date of receipt of sample. 
5. Number of container filled. 
‘6. Number of container received. 
7. Protocols of tests applied. 
) » sis (a) Clarity. 
(b) pH wherever applicable. 
2:4(€): Indentification, 
(d) Volume in container, 


(e) Sterility—(i) Bulk sample wherever applicable (ii) con- 
; tainer sample. 


((f) Pyrogen test wherever applicable. 
(g) Toxicity test wherever applicable. 
(h) Any other tests, 
(i) Results of Assay. 
Note.—Records regarding various tests applied (including reading and 
calculations) should be maintained and necessary reference to 


these records should be entered in Col. 7 above, wherever 
necessary. 


8. Signature of the Analyst. 
9. Opinion and signature of the approved Analyst. ; 

Pyrogen Test : 

. Test Report Number. 

- Name of the sample. 

. Batch Number, 

Number of rabbits used. 

. Weight of each rabbit. 

- Normal temperature of éach rabbit. 

- Mean initial temperature of each rabbit. 


ee 
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8. .. had ee of solution injected into each rabbit and time: 
9. Temperature of each rabbit noted at suitable intervals. 

10. Maximum temperature. 

11. Response. | 

12. Summed Response. 1 

_ 13. Signature of the Analyst. 

-." 14. Opinion and signature of the approved Analyst. 


1. Test Report Number. a 
va 2. Name of the sample. 
ee. 3, Batch Number, Bi: a 
4. Number of mice used and weight of each mouse. 3 
5. Strength and volume of the drug injected. 
6. Date of injection. 
7. Results and remarks. 
8. Signature of Analyst. 
9. Opinion and signature of the approved Analyst. 
C. FOR OTHER DRUGS 

1. Analytical report number. 

2. Name of the sample. 

3. Batch/lot number. 

4. Date of receipt of sample. 

5. Protocols of test applied. 
_ (a) Description. 
* (b) Identification. 
= (c) Any other tests. 


(d) Results of assay. 


Note.—Particulars regarding various tests applied (including readings 
and calculations) shall be maintained and necessary reference 
to these records shall be entered in Column 5 above, wherever 


necessary. 
6. Signature of the Analyst. 4 
7. Opinion and signature of the approved Analyst. 


D. RAW MATERIALS 


1. Serial Number. 

2. Name of the material. 

a 3. Name of the manufacturer/supplier. 
Ft 4. Quantity received. 
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5. Invoice /Challan Number and date. 
6. Protocols of tests applied. 

Note.—Particulars regarding various tests applied (including readings 
and calculations) shall be maintained and necessary reference 
to these records shall be entered in Column 6 above, wherever 
necessary. 

£. CONTAINER, PACKING MATERIAL ETC. a 
1. Serial Number. 

. Name of the item. 

- Name of the manufacturer/supplier. 

. Quantity received. 

. Invoice/Challan Number and date. ; 

6. Results of tests applied. 


A & W bo 


Note.—Particulars regarding various tests applied shall be maintained 
and necessary reference to these records shall be entered in 
Column 6 above, wherever necessary. 


7. Remarks. 
8. Signature of the examiner. 


Note 1.—The foregoing provisions represent the minimum requirements 
to be complied with by the licensee. The Licensing Autho- 
rity, may, however, direct the nature of records to be main- 
tained by the licensee for such products as are not covered 


by the categories described above. 


2. The Licensing Authority may permit the licensee to maintain 
records in such manner as are considered Satisfactory, pro- 
sig the basic requirements laid down above are complied 
with. 


3. The Licensing Authority may at its discretion direct the 
licensee to maintain records for such additional particulars as 


it may consider necessary in the circumstances of a particular 
case. 


*SCHEDULE U (1) 
(See rules 142 and 142-B) 
I. Particulars to be shown in the manufacturing Records : 
1. Serial number. 
2. Name of the product. 


3. Lot/Batch size. 
4. Lot/Batch number. 


*Added by G.S.R. 1594, dated 13-11-1976. Govt tas Neoeancnas 
476-D&MS, dat-d 28-10-1976. » Yowt. of India Notification No. X. 11014/ 
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5. Date of commencement of manufacture and date when manufac- 

ture was completed. 


6. Names of all ingredients, quantities required for the lot/batch 
size, quantities actually used. 


7. Control reference numbers in respect of raw materials used in 
formulation. 


8. Reference to analytical report number. 

9. Actual production and packing particulars indicating the size and 
quantity of finished packings. 

10. Date of release of finished packing for distribution or sale. 

11. Signature of the expert staff responsible for the manufacture. 


iI. Records of Raw Materials : 


Records in respect of each raw material shall be maintained indicating 
the quantity received, control reference number, the quantity issued from 
time to time, the names and batch numbers of the products for the manu- 
facture of which the said quantity of raw material has been issued and 
the particulars relating to the proper disposal of the stocks. 


| NOTE 1 : The Licensing Authority may permit the licensee to maintain 
- records in such manner as is considered satisfactory, provided the basic 
_ requirements laid down above are complied with. 


NOTE 2: The Licensing Authority may direct the licensee to maintain 
records for such additional particulars as it may consider necessary in the 
circumstances of a particular case. 
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**SCHEDULE V 
[See rule 124-B] 
Standards for patent or proprietary medicines 


1. Test for disintegration to be complied with by the manufacturers of 
patent or proprietary medicines in the form of tablets « 


(i) A patent or proprietary medicine, marketed in the form of a 
tablet and intended to be swallowed as a whole, when subjected 
to a test as prescribed in the current edition of the Indian 
Pharmacopoeia for the time being in force, shall disintegrate 
in not more than thirty minutes, if it is not coated and in not 


more than 60 minutes, if it is sugar coated or film coated. 


(ii) In case the tablet referred to in paragraph (i) has an enteric 
coating or a coating designed to have a similar purpose, it 
shall not disintegrate when immersed in simulated gastric juice 
for three hours but shall disintegrate in simulated intestina} 
juice in another one hour : 


Provided that in case any manufacturer wants to manufacture 
tablets whose disintegration time may be longer than that 
prescribed above, he shall apply to the Licensing Authority 
giving sufficient reasons before permission to market such 
tablets may be granted : 


Provided further that the patent or proprietary medicines 
marketed as sustained release tablets, vaginal tablets or 
tablets meant to be sucked or chewed or tablets meant for 
veterinary use, shall not be required to conform to the 
test for disintegration mentioned above. 

a2, Standards for patent or Proprietary medicines, containing 
vitamins : 


**Added under G.S.R. No. 665, dated 28-5-1977 (Govt. of fndi ificaticn N 
X. 11014/2/77-L& MS. ce1cc 6-5-1677), a 


*** Added under G.S.R. No. 930, Published inthe Gazettg of India, Pt.1], Sec.3. Sub- 
Sec. (i), dated 22-7-1978. (Govt. of India Notif ti ie 3/2/77- DMS & 
dated i3th July, 1078) tneation No. X. 11013/2/77- DMS & PFA 
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Notification 
No. 1—20/60—D 
‘= Government of India 


Ministry of Health 
New Delhi-2, the 3rd June, 1961 
Notification (as periodically amended) 

_‘—In exercise of the powers conferred by sub-clause (ii) of clause (b) of 
section 3 of the Drugs Act, 1940 (23 of 1940), the Central Government 
_ in supersession of the notifications of the Government of India in the Minis- 

try of Health No. F.1-10/56-D, dated the 20th October, 1956, F. 1-40/59- 
_D, dated the 2nd April, 1960 and No. F. 1-50/59-D, dated the 15th June, 
1900, hereby specifies as drugs the following substances namely :— 
: *j. Contraceptives. 
_ 2. Disinfectants 

@(1) Disinfectant fluids made from Coaltar Oils, Coal-tar acids or 


i similar acids derived from petroleum with or without hydro- 
; } carbons. 

4 (2) Disinfectant fluids made from synthetic or naturally occurring 
q substances other than those mentioned in (1) above by virtue 


of their composition possessing disinfectant properties or with 
claim to possess disinfectant properties. 


a Sd/- Basheshar Nath 
3 | Under Secretary 


*A mended by Government of India, Ministry of Health Notification No. F. 1-20/60-D 


Mated the 29-9-1962. 
tAmended by Government of India, Ministry of Health and Family Planning Notifica- 
_ tion No. X. 11013/2/72-D dated the 9th July, 1975. 
@Amended by Government of India, Ministry 0 
oo and Urban Development Notification No. F- 
9. 


f Health, Family Planning, Works 
1-49/68-D., dated the 1ith June, 
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